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Pr ef ace

The Region |, EPA-New Engl and Data Validation Functional Guidelines for
Eval uati ng Environmental Analyses, consists of Part |, the "Data
Val i dati on Manual : The Data Qual ity Systent, Decenber 1996 Revi si on, Part
I, "Volatile/Semvolatile Data Validation Functional Guidelines",

Decenber 1996, and Parts |11, "Pesticide/ PCB Data Val i dati on Functi onal
Gui delines" and 1V, "lInorganic Data Validation Functional Guidelines",
which are not yet released. This Preface will be updated with the
finalization of Part 11, the release of Parts IIl and IV and any
subsequent revisions or additions, and w |l acconpany those revised
docunent s.

This docunent was witten by the QA Unit Staff of Region |, EPA New-

Engl and to formalize technical direction given since the original Region
I Functional Guidelines were inplenented in 1988. Data validation is
necessary to ensure that only data of known and documented quality are
used i n maki ng environnental decisions. As such, this guidance serves
as a standard operating procedure that documents Region I's commit nent
to using only scientifically defensible data in environnental decision-

maki ng, it docunents conpliance with Headquarters' directives and
gui dance, and it ensures that data generated by or for the region are
eval uated consistently. Part |, the "Data Validation Manual: The Dat a

Quality Systenm? includes by attachnment other Regional and National
Qual ity Assurance gui dance docunents utilized in conjunction with this
new gui dance to support Region |I's data quality system
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PART I

DATA VALI DATI ON MANUAL: THE DATA QUALITY SYSTEM
1.0 | NTRODUCTI ON

The Region |, EPA-New England Data Validation Functional Guidelines
for Evaluating Environnmental Anal yses, consists of Part |, the "Data
Val i dati on Manual : The Data Quality Systenf, and Parts Il, 11l and IV,
the specific Functional Guideline procedures for validating nulti-
medi a organic and inorganic data. Additional Functional Guideline
procedures will be prepared as needed.

The dat a val i dati on gui dance presented in this docunent is intendedto
ensure that data of known quality are provided to both Superfund and
non- Super fund EPA- NE program personnel . It is applicable to data
generated for all Superfund work performed by EPA, Potentially
Responsi bl e Parties (PRPs), other Federal Agencies, States, and for
oversight activities performed by EPA-NE In addition, it is
applicable to data generated for all non-Superfund work performed by
EPA, ot her Federal Agencies, and State, Tribal and i ndustrial partners
and voluntary nonitors.

These data validation procedures are not Ilimted to Contract
Laboratory Program(CLP) data. They can be enpl oyed regardl ess of the
mechani sm used to generate the data and the program for which they
wer e generated. They may be nodified to suit any organi c or inorganic
sanpl e separ ati on procedure, incl udi ng chronmat ogr aphi c t echni ques such
as gas chromat ogr aphy or i on chromat ogr aphy, and any anal yti cal nmet hod
i ncl udi ng performance-based nmethods utilizing a variety of detectors.
The data validation guidelines in Part Il -1V of this docunent are not
limted to agueous and soil/sedinent matrices but may be nodified to
eval uate other environnmental matrices including, but not limted to,
oil, fly ash, biological tissue and air.

2.0 DEFI N TI ON OF DATA VALI DATI ON

Data validation, the first step in assessing data quality, is a
standardi zed review process for judging the analytical quality and
usef ul ness of a discrete set of chem cal data. Thus, data validation
identifies the "analytical error" associated with a data set. Data
validation can also identify sonme (e.g., incorrect preservation
techni ques), but not all of the "sanpling error” associated with a
data set. The sumof the "analytical error"” and the "sanpling error”
is known as the "neasurenent error", as per Equation 1.

Equation 1: Measurenment Error = Sampling Error + Analytical
Error
The "measurenent error"™ is used in conjunction with "sanpling

DV MANUAL -1 12/96



PART I

variability" (spatial variability of pollutant concentrations) to
determ ne "total error” or "total uncertainty" associated with a data
set, as per Equation 2. It should be noted that "sanpling error” and
"sanmpling variability" usually contribute a greater percentage of the
"total error" associated with a sanpling event than the "anal ytica
error”.

Equation 2: Total Error (uncertainty) = Measurenent Error +
Sanmpling Variability

Once the "total uncertainty" has been estimated, the end user can
assess the wusability of a data set in the context of previously
devel oped project Data Quality Objectives (DQ0s). For additional QA
Gui dance, refer to EPA Order 5360.1 and Publication 9200.2-16FS
contained in Attachment A

Data validation can be viewed as a decision making process during
whi ch established quality control criteria are applied to the data.
During this process, individual sanple results are either accepted,
rejected or qualified. Data which neet all the validation criteria
are accepted as unqualified and can be used as needed, assum ng that

no problenms occurred during the sanpling events. Data which are
rejected (R) for not neeting one or nore of the validation criteria
cannot be used at all. Sonme data fall into the grey area between

accepted and rej ected. These data are qualified as "estimated” (J) to
indicate that one or nore of the validation criteria were not net.
Esti mat ed data may or may not be usabl e dependi ng on the intended use
of the data. In general, estimated (J) data can be used after
exam ning the reasons for data qualification and its inpact on the
achi evenent of the project DQOs. Estimted data, however, shoul d not
be used indiscrimnately.

The end product of data validation is data of known and
def ensi bl e anal yti cal quality and, therefore, data shoul d not be
assessed for usability and used i n environnent al deci si on naki ng
until after conpletion of the data validation process.

3.0 PURPOSE OF DATA VALI DATI ON

Data validation serves many purposes. As previously discussed, the
primary purpose of data validation is to assess and sunmarize the
quality and defensibility of the | aboratory's anal ytical data for the
end users: site managers, risk assessors, hydrogeol ogists, and
| awyers. The data validation process focuses on evaluating the
anal ytical |aboratory's performance so that the "anal ytical error”
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PART I

associated with a data set can be determ ned. It provides a technica
judgrment on the validity of the | aboratory results as a first stepin
determ ning their overall usability and | egal defensibility. To this
end, the data validator may be required to consult with the sanpler in

an effort to identify field problens. For exanple, incorrect
preservation procedures result in "sanmpling error” and contribute to
t he overal |l "measurenent error" associated with a data set. The data

val idati on process does not include consideration of "sanpling
variability"; thisis left tothe end user in the final assessnent of
data usability.

Second, for data generated under the Superfund Contract Laboratory
Program data validation assists the Region | Technical Project
Oficer (TPO in nonitoring Regional CLP | aboratory performance. |f
a laboratory fails to produce contractually-conpliant data, then
paynment to the |aboratory may be reduced or denied by procedures
initiated by the EPA Field Sanpling Contractor and recommended to the
Nati onal Program Ofice (NPO by the CLP-TPO The TPO can al so
recomrend that the CLP Contracting Oficer take contract action
agai nst a contractually non-conpliant | aboratory.

Simlarly, for data generated by non-CLP | aboratories, data validation
assists those organizations procuring analytical services in
moni toring | aboratory performance. |If a non-CLP | aboratory fails to
produce contractuall y-conpliant data, then paynent to the | aboratory
may be reduced or deni ed.

It isinportant to enphasi ze that the purpose of data validationisto
identify "analytical error” and not to make fi nal determ nati ons about
the overall usability of the data for a project. The end user of the
data nust specify the overall Data Quality Objectives (DQ0s) for the
project during the up-front scoping process. Then, during data
validation, the effect of individual analytical problenms on the
accuracy and precision of the data is detailed for specific anal ytes
and proper qualifiers are applied to the data. Validationis just the
first step in deciding whether or not data for a particul ar sanpl e can
be used for a specific purpose. Utimtely, only the end user can
assess usability based on the "nmeasurenent error" and "sanpling
variability" associated with the data package. The project chem st
and/ or validator, however, are generally consulted by the end user to
interpret decisions made with regard to nmeasurenent error during the
usability determ nation.

4.0 REGONI, EPA- NEWENG.AND DATA VALI DATI ON FUNCTI ONAL GUI DELI NES
FOR EVALUATI NG ENVI RONMENTAL ANALYSES

Al'l  Superfund data generated for and/or used by EPA-NE nust be
val i dated i n accordance with t he nost recent revision of the Region|,
EPA-NE Data Validation Functional @Quidelines for Eval uati ng
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Envi ronnental Analyses, and this requirenment should be clearly
docunented in the project Quality Assurance Project Plan (QAPj P) or
Sanmpl i ng and Anal ysis Plan (SAP). Any deviation fromthis stated data
val i dati on policy nmust be docunented and justified in the site QAP P
or SAP and approved by the Agency.

If CLP nethods are used to generate site data, then theRegi on
|, EPA-NE Data Validation Functional Guidelines for Eval uating
Envi ronmental Anal yses must be used w thout deviation for the
data validation process.

I f non-CLP nethods are used to generate site data and nodified
validation criteria are necessary to validate those data, then
all deviations totheRegionl, EPA-NE Data Validati on Functi onal
Guidelines for Evaluating Environnental Analyses must be
docunented in an approved QAPj P or SAP specific to that site.

The Region |, EPA-NE Data Validation Functional Guidelines for
Eval uati ng Environnmental Analyses is based on the U.S. EPA Contract
Laboratory Program National Functional Guidelines for Organic Data
Revi ew, February 1994 and the U.S. EPA Contract Laboratory Program
National Functional Guidelines for Inorganic Data Review February
1994, but has been nodified to provi de generic gui dance for revi ew ng
any organic data generated by gas chromatography (GC) or gas
chr omat ogr aphy/ mass spectronetry (GC/MS) and any inorganic data
generated by Atom c Absorption (AA) or Inductively Coupled Plasnm
(I CP) spectronmetry.

In some aspects, this docunment is equivalent to a standard operating
procedure (SOP). In other, nore subjective areas, only genera

gui dance is offered due to the conplexities and uni queness of data
relative to specific sanples. Those areas where specific validation
procedures are appropriate have definitive performance requirenents
established in the contract or the nethod. These requirenents are not
sanpl e dependent; they specify performance on paraneters that should
be fully under a laboratory's control, such as |aboratory blanks,
calibration standards, performance evaluation standard materials,
GC/ M5 mass cal i bration, peak shape and resol ution.

O her performance requirenents, such as the frequency of Quality
Control (QC) actions, are dependent on the contract or the nethod, the
nunmber of sanples, sanple preparation technique, tinme of analysis,
etc., and are not identical for every case or batch of sanples.
I ndi vi dual case requirenments and t he i npact of non-conformance nust be
addressed on a case-by-case basis; therefore, no specific guidance is
provi ded. For exanple, the CLP organic contract requirenent that a
| aboratory bl ank anal ysis be performed a m ni numof once every twelve
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hours of analysis time nust be translated into the nunber of bl anks
required for a specific set of sanples. The data validator nmay have
to consider the i npact on data quality for a sanpl e anal yzed thirteen
hours after a blank, internms of the quality of that particul ar sanple
dat a.

For some CLP data, a Contract Conpliance Screening (CCS) autonmated
reviewis performed by the CLP NPO Sanpl e Schedul i ng and Coor di nati on
Contract (currently Contract Laboratory Analytical Services Support
[ CLASS], fornerly Sanple Managenent Office) to assess both technica

and contractual deficiencies as presented by the |aboratory in an
el ectronic format. CCS is available to the validator and can be
utilized to assist in data validation and in determ ning reduced
val ue/ data rejection reconmmendati ons (See Section 8.4 for additiona

i nformation). However, for sone CLP data (i.e., dioxin) and for all
EPA- gener at ed non-CLP data, a contractual screen is not perforned by
the CLP National ProgramOfice. In the future, those organi zations
procuring analytical services my choose to inplenent their own
contractual screening procedures. Until that tinme, the validator nust
assess both technical and contractual deficiencies in order to
determ ne anal ytical quality as well as contractual non-conpliance

Contractual ly non-conpliant data, which are unusable for making site
deci sions and are consi dered "unacceptabl e to the Region, should be
consi dered for reduced paynent or data rejection/non-paynent to ensure
t hat EPA does not pay for "unacceptabl e" data.

At tines, there may be an urgent need to use data which do not neet
all contract requirenments and technical criteria. Use of these data
does not constitute either a new requirenment standard or full

acceptance of the data. Any decision to utilize data that are
contractually non-conpliant is strictly to facilitate the progress of
projects requiring the availability of the data. A |l aboratory

subm tting non-conpliant data may be required to re-extract and/or
reanal yze sanples and/or resubmt data even if the previously
subm tted data have been utilized due to urgent programneeds. Data
that are not fully usable my be recomended for reduced paynent if
those data are contractually non-conpliant. Data that are rejected
due to contractual non-conpliance should be returned to the | aboratory
and paynent deni ed. Data that have been rejected and returned to the
| aboratory cannot be used by the Region in site decisions.

If the nature of the sanple itself limts the attai nment of contract
or method quality control and/or validation specifications,
appropri ate all owances nmust be made. The overriding concern of the
Agency is to obtain data which are technically valid, legally
defensi bl e, of known quality, and ultimately usable in nmaking site
deci si ons.
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5.0 GENERAL OVERVI EW OF THE DATA VALI DATI ON PROCESS

In order to perform data validation, certain quality control (QC)
checks and anal yti cal procedures nust be perforned in associationwth
t he anal ysi s of the environnmental sanples. Exam nation of the results
of these checks and procedures allows the trained validator to
determ ne the analytical quality of the data in question.

To provide data of known quality, the data validator shoul d: 1)
review the data package to ensure that it contains all the required
docunents and forms, 2) assess the results of all QC checks and
procedures, and 3) examine the raw data in detail to verify the
accuracy of all information presented by the | aboratory. These three
| evel s of review constitute the Region | Tiered Validation approach.
Refer to Attachnent B, Region | Tiered O ganic and Inorganic Data
Validation Guidelines, July 1, 1993, Draft or nost recent revision.
Note that the tiered validation procedures specific to the Region I,
EPA-NE Data Validation Functional GQuidelines for Evaluating
Envi ronnent al Anal yses have been incorporated into the text in each
section of Parts Il-1V.

Data compl eteness is the first itemchecked during validation. The
val i dator needs all the | aboratory docunents in order to verify the
accuracy of sanple analysis results reported by the | aboratory and to
ensure the |legal defensibility of the data. Prior to submtting
sanpl e results, the |l aboratory nmust do a conplete file purge. 1In the
CLP, this is known as the Conplete SDG File (CSF) purge. This purge
assenbl es all the supporting docunentati on and del i verabl es needed to
substantiate the reported results that are used in site decisions
and/or litigation support. If any part of the conplete file purge
information is not present, then the validator or desi gnated Regi ona
representative contacts the |aboratory to obtain the mssing

docunent ati on. This process ensures that all the required
deliverabl es are present in the package. |f m ssing deliverables are
not obtained at this tine, in all likelihood they will never be

recovered. Since any data package has the potential of being used in
court for enforcenment or to support a site decision, all CLP and non-
CLP dat a packages nmust be routinely checked for conpl eteness. Refer
to Attachnment Cfor Region | CSF Conpl eteness Evidence Audit Program
July 3, 1991 or nost recent revision. The validator should eval uate
any Performance Evaluation sanple results to assess potential
usability issues, as part of the first step in data validation.

Second, the reported results of all QC checks and analytical
procedures are eval uated. Itenms such as holding tinmes, sanple
preservation techni ques, QC sanple results, etc., are assessed. QC
sanpl es are designed to identify problenms in three specific areas:
| aboratory/instrunment performance, sanpl e preparation/matrix effects,
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and field performance. The validator checks | aboratory and i nstrunent
performance by reviewi ng itens such as | aboratory bl ank contam nati on
and i nstrunent calibration. Unusual matrix effects can be detected by
examning the results from matrix spike/matrix spike duplicates
(MS/ MSD), surrogate spi ke recoveries, andinternal standard responses.
These matrix effects can be caused by high concentrations of non-
target anal ytes which mask the anal ytes of interest. High |evels of
peat or clay can bind the target anal ytes to produce unwanted matri x
effects. Potential problens originating fromfield sanmpling work are
assessed by exanm ning the field duplicate, equipnment blank, and trip

bl ank results. It should be noted that field QC checks cannot
conpletely assess the "error" associated wth field sanpling
procedures. |If the evaluation of QC checks indicate |aboratory or

field problens, then the validator must discuss their inpact on the
data in the Data Validati on Menorandumand qualify the sanple results
in accordance with the guidance in Parts Il, 11l and IV of this
docunent .

Last, the validator examnes the raw data in detail to verify the
accuracy of the results reported by the | aboratory. Reported sanple
concentrations are checked by recal cul ati ng about 10%of the ori ginal
cal cul ati ons unl ess problenms warrant further investigation. Proper
identification of all the analytes is confirned by exam ning the
| aboratory instrument print-outs. The validator is responsible for
resol ving di screpancies in the reported data with the | aboratory and
obtaining resubmttals from the |aboratory whenever necessary.
Cccasional ly, the identification and concentration of target anal ytes
reported in the sanples may need to be changed upon validati on.

In summary, the data validation process involves the follow ng three
st eps:

Tier I: The data package is checked for conpleteness. The
DC-2 Form (I nventory Sheet) is conpl eted and si gned.
This ensures that the data set is conplete for
potential use in court. The PE sanple results are
eval uated to assess potential usability issues. For
Tier | validations, a Tier | Validation Cover Letter
is produced by the validator.

Tier I1: The results of the QC checks, anal ytical procedures and PE
sanple results are assessed and applied to the data set.
This will result in the proper qualifiers being appliedto
t he dat a. For Tier Il validations, a Data Validation
Report is produced by the validator.

Tier IIl: The raw data are examned in detail to check for
cal cul ati on, conpound identification, and/or transcription
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errors. For Tier Il validations, a Data Validati on Report
is produced by the validator.

The validation tier used to validate each data package mnust be

docunented in the first paragraph of either the Tier | Validation
Cover Letter for Tier | validations, or the Data Val i dati on Menorandum
fromthe Data Validation Report for Tier Il and Tier IIl validations.
For Tier | validations, the Tier | Validation Cover Letter nust

docunent the site-specific justification for limting the validation
to Tier | and the validator's evaluation of the PE sanple results.

In general, validation should be conpleted within 21 days of receipt
of the data package fromthe | aboratory. This enables the user and/ or
site manager to assess contractual conpliance and data usability in
order to make tinmely site decisions. Accelerated site schedul es may

necessitate shorter turnaround tines for validation. In general, the
conpl etion of a Data Validation Report should not be del ayed because
the | aboratory failed to forward a resubm ttal. I n nost cases, the

Data Validation Report should be conpleted, the | aboratory om ssion
noted, and the data qualified using professional judgnent. \Wen/If
the resubmttal is received, an amendnent to the original Data
Val i dati on Report shoul d be forwarded.

I n sone cases, the validator nust wait for critical informati on before
the validation can be conpleted. In these cases, the user and/or site
manager must be notified of the delay. |If validation reports aretine
critical, the site manager may request that a partially conpl eted Data
Val i dati on Report be generated. Subsequently, an anmendnent shoul d be
written to incorporate all late resubmttals.

6.0 SUMVARY OF DATA VALI DATI ON OBJECTI VES
Data validation nust concurrently acconplish the follow ng:

I Assess and sunmarize the analytical quality and
defensibility of data for the end user.

Docunent for the historical recordall factors contributing
to "analytical error"” that wultimtely affect data
usability, such as: data discrepancies, poor |aboratory
practices that inpact data quality, site locations for
which sanples were difficult to analyze, i.e., matrix
effects. Al so, docunent any "sanpling error" that may be
identified by the data validation process, such as,
contam nated tri p or equi prent bl anks, i ncorrect storage or
preservation techni ques, inproper sanpling containers, and
i nproper sampling techniques, i.e., headspace in VOA
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cont ai ners.

Assist Regional TPGOs in nonitoring CLP |aboratory
performance for contract adm nistration.

Assist in nmonitoring any | aboratory's performance of CLP
met hods in generating data for submttal to EPA

Assi st in nonitoring any | aboratory's performnce of non-
CLP nmethods in generating data directly for EPA or for
submttal to EPA

Identify contractual |y non-conpliant datathat are unusabl e
by the Region. For CLP data, a letter documenting the
contractual non-conpliances and recomrending reduced
paynent or data rejection nust be witten and addressed to
the CLP-TPO, in accordance with EPA-NE St andard Operating
Procedures for Submitting Data for Reduced Paynent/Data
Rej ecti on, Septenber 1991 (Attachment 1). For non-CLP data
generated directly for EPA, i.e., under the DAS program
contractual |y non-conpliant data shoul d al so be i dentified
and docunented so that contractual action can be taken to
ensure that the Region does not pay for unusable,
contractual ly non- conpl i ant dat a. In gener al
contractually non-conpliant data should always be
i dentifiedand docunentedto support any contractual action
taken by the data requestor.

Provide information concerning the effectiveness of
anal ytical nmethods and SOW, and identify problens
requiring nmethod revision and/or resolution.

7.0 ROLES AND RESPONSI BI LI TI ES

The end users of the data are responsible at the tinme of project
scoping for determ ning the validation criteria, includingvalidation
Tier, that are necessary to support the achi evenent of project DXCs.

The question then arises as to who i s responsi ble for perform ng data
validation. In general, whoever collects field sanples at the siteis
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al so responsible for validating the analytical data. An exception
exi sts when the organization collecting the sanples uses their own
internal |aboratory to analyze the sanples; in this situation an
i ndependent third party must validate the data. In general, EPAField
Sanmpling Contractors working on Fund-lead sites are responsible for
validating the results for sanples that they collect. States working
on Fund-lead sites wunder Cooperative Agreenments wth EPA are
responsible for wvalidating their own sanples. Li kewi se, ot her
gover nment agencies working on Fund-lead sites under |nteragency
Agreenents are responsible for validating results for sanples that
they collect fromtheir sites, i.e., the Arnmy Corp of Engineers. For
non Fund-|ead sites, PRPs and Federal Facilities traditionally have
been required to use an i ndependent third party for data validation.

When an EPA Fi el d Sanpling Contractor perfornms PRP or Federal Facility
oversight, duplicates (splits) for approximately 10% of the PRP's or
Federal Facility's sanples are analyzed by EPA. The PRP or Federa

Facility nmust validate the data for the sanples which it collects. |If
after PRP or Federal Facility validation, the two sets of data agree
within the predetermned limts presented in the EPA-approved QAP P
and/ or SAP, then the EPA oversight contractor data nmay not need to be
validated. If they do not agree within the predetermnedlimts, then
the EPA oversight contractor data nust also be validated to
i nvesti gate the cause of the di screpancy. Further corrective actions
may be necessary to identify the source of the discrepancy.

7.1 EPA-NE Delivery of Analytical Services (DAS) Team (Quality
Assurance Unit-Ofice of Envi r onnment al Measur enment and
Eval uati on)

The EPA- NE DAS Team | ocated within the Quality Assurance Unit of the
Ofice of Environnental Measurenent and Evaluation (OEME) is
responsi ble for devel oping data validation guidance, training EPA
Field Sanpling Contractors in data validation, and operating an
oversi ght programto ensure that EPA Field Sanpling Contractors are
perform ng data validation in accordance wi th EPA-NE policy.

The DAS Teamal so provi des techni cal assi stance concerning anal ytica

met hods, data validation and data usability to EPA Site Managers and
EPA Fi el d Sanpling Contractor Lead Chem sts. Technical assistance is
also offered to the States, Tribal and industrial partners, other
Federal Agencies, the public, and PRPs through the responsible EPA
Si te Manager.

I n general, OEME does not performsite-specific data validation with

t he exception of OEME sanpling events and all dioxin/furan sanples
coll ected by EPA personnel and EPA Field Sanpling Contractors.
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The EPA-NE DAS Team acts as the Regional contact point for all CLP
matters and maintains the EPA-NE Performance Evaluation Sanple
Program

7.1.1. EPA-NE CLP-Technical Project Oficer

The CLP Technical Project Oficer (TPO is responsible for
monitoring the CLP contract |aboratories within EPA-NE. This
i ncludes responding to the laboratory's technical questions;
reviewi ng | aboratory performance trend information and data
reviews provided by the National Program O fice (NPO and ot her
Regi onal TPOs; discussing and docunmenting CLP |[|aboratory
performance problens; tracking |aboratory corrective action
request s/ responses; assessing t he adequacy of a CLP | aboratory's
corrective action response; reconmendi ng contract action to the
Adm ni strative Project Oficer (APO and Contracting O ficer
(CO; conducting routine and problemresolution on-site audits;
and nonitoring the conti nued effecti veness of corrective actions
i npl emented by the | aboratory.

The CLP-TPO is al so responsible for: review ng and devel opi ng
Superfund analytical nmethods and CLP SOW; reviewi ng and
devel opi ng CLP policies, guidance and procedures; disseni nating
i nformati on concerni ng CLP operation and avai |l abl e servi ces; and
participating in workgroups to revise and/or wite analytical
met hods, National Functional Guidelines and other national QA
gui dance.

7.1.2. EPA- NE Data Validati on Chemn st

The Data Validation Chem st (DV Chem st) is responsible for all

aspects of data validation wthin the Region, including:

revising regional data validation Functional GCuidelines;

provi di ng gui dance in using the Region |, EPA-NE Data Validation
Functional Guidelines for Evaluating Environnental Analyses;

writingreduced paynent and datarejectionrecommendationletters
to the CLP-APO, and directing the Regional Data Validation
Over si ght/ Met hods Revi ew Program Through the Regional Data
Val i dation Oversight/Methods Review Program the DV Chem st

identifies analytical issues/problens and needed corrective
actions in order to reduce systematic "analytical error”.

Sanpl i ng i ssues and needed corrective actions are al soidentified
in order to reduce systematic "sanpling error”. This program
also helps to identify inherent problens in the analytical

met hods that require progranmatic changes.

DV MANUAL - 11 12/96



PART I

7.1.3. EPA- NE Perfor mance Eval uati on Chem st

The Performance Eval uation Chenmi st (PE Chem st) is responsible
for all aspects of the Performnce Eval uati on Programw thin the
Regi on, including: preparing, stocking, distributing, and
tracki ng PE sanpl es; scoring EPA-provi ded PE sanpl e results and
provi di ng PES Score Reports to the data validators; and trendi ng
| aboratory performnce on PE sanpl es.

7.1.4 EPA- NE Regi onal Sanple Control Center

The EPA-NE Regi onal Sanple Control Center (RSCC) serves as the
central point of contact for questions concerning Superfund
sanpling efforts utilizing the CLP and any future EPA-NE
anal ytical contracts. CLP and EPA-generated non-CLP (i.e., DAS)
sanples are collected, preserved, packaged, and shipped in
accordance wi th EPA-NE, DOT, and NPO pol icy as descri bed i n EPA-
NE St andard Operating Procedures (SOPs) and gui dance documents
pertaining to this subject and as docunented i n t he EPA- approved
QAP] P and/ or SAP. Refer to Attachments D and E for selected
gui dance on the subject.

The responsi bilities of the EPA-NE RSCC i nclude: scheduling CLP
sanple analysis slots with the NPO Sanple Scheduling and
Coordi nati on Contract to correspondw th the projected denand f or
anal ytical services; providing CLP sanple tags, sanple |abels,
cust ody seal s, and CLP COC/ CLP Traffic Report Forns for EPA Field
Sampling Contractors; coordinating wth the NPO Sanple
Schedul i ng and Coordi nati on Contract during sanpling and sanpl e
shi pment, and resol vi ng any shi pment probl ens concerni ng the CLP
sanpl es; receiving CLP data from | aboratories and distributing
Conpl ete SDG Fil es (CSFs) to Region | Field Sanpling Contractors
for validation; and mai ntaining the New Engl and Sanpl e Tracki ng
System (NESTS) dat abase which tracks information pertaining to
CLP and EPA- gener at ed non- CLP sanpl es del i ver ed f or EPA under t he
DAS nechani sm

7.2 EPA-NE Site Managers

EPA Site Managers include Site Assessnment Managers (SAMs), Renedi al
Project Managers (RPMs), On-Scene Coordinators (OSCs) and RCRA
Facility Managers (RFMs). They work in the EPA-NE Ofice of Site
Renedi ati on and Restorati on (OSRR) and have primary responsibility for
directing and/or overseeing response efforts and coordinating all
actions at Superfund and RCRA corrective action sites. The SAMs,
RPMs, OSCs, and RFMs establish the project Data Quality Objectives
(DQCs) for their sites.

EPA Site Managers coordinate scoping neetings, assenbling all

techni cal personnel and data users to help identify the appropriate
anal yti cal methods, detection |levels, |evel of quality assurance and,
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ultimately, the tier level of data validationrequired for specific
sanple results to achieve the project Data Quality Objectives. The
EPA Site Managers receive copies of Data Validation Reports and Tier
| Validation Cover Letters. The OEME QA Unit al so recei ves copi es of
all Data Validation Reports and Tier | Validation Cover Letters for
use in the Data Validation Oversight/Methods Revi ew Program

7.3 CLP National Program Ofice

The CLP i s admni ni stered by the EPA Nati onal ProgramOffice (NPO under
the Ofice of Emergency and Renedial Response (OERR), located in
Washington, D.C. The NPO is primarily responsible for the overall
managenent of the CLP in terns of programobjectives. The NPOis al so
responsi ble for developing and adm nistrating CLP contracts. CLP
anal ytical contracts include Statenents of Work for the organic and
i norgani c anal yses of singl e-phase aqueous or soil/sedi ment sanpl es.
The NPO CLP short sheets and the Region | Statenent of Wrk (SOW
short sheets for sel ected past and present CLP contracts are incl uded
in Attachnment F.

The NPO is also responsible for formulating and i npl enenting policy
and budget; devel oping and admi ni strating CLP anal ytical and support
services contracts which include a contract responsible for sanple
scheduling and coordination; coordinating the production and
di ssem nati on of Superfund Performnce Eval uati on Sanpl es; devel opi ng
and reviewing analytical protocols; and directing CLP quality
assurance i n accordance with overall OERRqual ity assurance activities
and directives.

7.3.1 NPO Sanple Scheduling and Coordination Contract
([CLASS], formerly Sanpl e Managenent Office)

The contractor-operated sanple scheduling office provides
managenent, operati on and adm ni strative support tothe CLP under

the direction of the NPO.  The primary objective of this NPO
contract is to maintain optiml use of program analytical

resources. The contractor supports the NPOin sanpl e scheduling
and tracki ng and perfornms Contract Conpliance Screening to help
ensure proper and tinely paynent of CLP | aboratories.

7.3.2 NPO Quality Assurance Technical Support Contract
(QATS)

The QATS contract provides quality assurance (QA) support to the
CLP under the direction of the NPO. QATS perfornms the foll ow ng
functions: preparing performance eval uati on (PE) sanpl es for CLP
pre-award and post-award | aboratory performance eval uations;
eval uating pre-award and post-award PE sanpl e data; performng
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QA audi ts on CLP-generated data i ncl udi ng mass spectroneter data
tapes; and assisting in the evaluation and devel opnment of CLP
anal ytical protocols.

7.4 Potentially Responsible Parties (Non Fund-| ead)

Potentially Responsible Parties (PRPs) as defined by CERCLA, Section
107, include 1) the current owners or operators of the facility; 2)
any person who at the time of disposal of any hazardous substance
owned or operated the facility at which the hazardous substances were
di sposed of; 3) any person who by contract, agreenent or otherw se
arranged for disposal or treatnment, or otherwi se arranged with a
transporter for transport for disposal or treatnent, of hazardous
subst ances; or 4) any person who accepts or accepted any hazardous
subst ances for transport to disposal or treatment facilities or sites

fromwhich there is a release or a threatened rel ease. "Persons" are
defined by the statute as individuals, commer ci al entities,
cor porati ons, part nershi ps, associations, joint ventures and

gover nnment s.

PRPs t hat have entered into an agreement with EPA-NE to bear the cost
of site investigations and cl eanup or have been unilaterally ordered
to i npl enent site cl eanups when there is an i nm nent and substanti al
endanger ment presented by the site, nust use an i ndependent party to
val idate their data. All data nust be validated in accordance with
the nost recent revision of the Region |, EPA-NE Data Validation
Functional Guidelines for Evaluating Environnmental Analyses. Any
devi ati ons and/ or nodifications tothese Functional Guidelines nust be
documented in the QAPj P and/ or SAP and nust be approved by EPA pri or
to sanpling.

7.5 O her Federal Agencies (Non Fund-I ead)

When a Federal Agency other than EPA owns a Federal Facility
designated as a Superfund site, then as mandated by Section 120 of
CERCLA, that Federal Agency is designated the |ead Agency for that

Federal Facility Site. That Federal Agency is responsible for
validating its own data in accordance with t he nost recent revision of
the Region |, EPA-NE Data Validation Functional Guidelines for
Evaluating Environnental Anal yses. Any deviations and/or

nmodi fi cations to these Functi onal Gui del i nes nust be documented inthe
QAP] P and/ or SAP and nust be approved by EPA prior to sanpling.

7.6 O her Federal Agencies (Fund-I|ead)
O her Federal Agencies nay enter into | nteragency Agreenents with EPA-

NE to work on Fund-lead sites. Under an Interagency Agreenment, the
Federal Agency, i.e., Arny Corp of Engineers, my use the CLP to
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anal yze sanpl es. Alternatively, it may choose to use a non-CLP
| aboratory to generate data for EPA In either case, the Federal
Agency shoul d obtai n a conpl et e | aborat ory dat a package, i n accordance
wi th requirenents and/or specifications described in Attachnment G so
that the data may be validated in accordance with the nobst recent
revisionof the Region |, EPA-NE Data Val i dati on Functi onal Guidelines
for Evaluating Environnental Analyses. Any devi ations and/or
nodi fications to these Functional Cuidelines nust be docunented inthe
QAP] P and/ or SAP and nust be approved by EPA prior to sanpling.

Federal Agencies that utilize CLP for sanple analysis nust submt
quarterly CLP sanple projections to the EPA RSCC. Compl eted DQO
Summary Forms for each sanpling event nust acconpany the quarterly
projections. To reserve sanple slots, other Federal Agencies nust
follow the procedures outlined in Section 9.1.3.1.

Al'l CLP Data Validation Reports shoul d be sent to the EPA- NE RSCC who
then forwards them to the EPA-NE CLP-TPO for purposes of contract
adm ni stration. Non-CLP Data Validation Reports shoul d not be sent to
t he EPA-NE RSCC. Rather, non-CLP Data Validation Reports (including
DQO Summary Forms) and/ or Final Project Reports should be forwarded to
the EPA Site Manager.

7.7 States (State-I|ead/Fund-I ead)

New Engl and States may enter into Cooperative Agreenents w th EPA-NE
to work on Fund-lead sites within their State. Under a Cooperative
Agreement, a State may use the CLP to anal yze sanples. Alternatively,
it my choose to use a non-CLP |aboratory such as their own State
| aboratory to generate data for EPA. In either case, the State should
obtain a conplete |aboratory data package in accordance wth
requi rements and/ or specifications described in Attachment G so that
the data may be val idated i n accordance with the npost recent revision
of the Region I, EPA-NE Data Validation Functional Guidelines for
Eval uating Environnent al Anal yses. Any deviations and/or
nodi fications to these Functional Cuidelines nust be docunented inthe
QAP] P and/ or SAP and nust be approved by EPA prior to sanpling.

States that utilize CLP for sanpl e anal ysis nust submt quarterly CLP
sanpl e projections to the EPA RSCC. Conpl eted DQO Sunmary Forns for
each sanpling event nust acconpany the quarterly projections. To
reserve sanple slots, States nust follow the procedures outlined in
Section 9.1.3.1.

Al'l CLP Data Validation Reports shoul d be sent to the EPA- NE RSCC who
then forwards them to the EPA-NE CLP-TPO for purposes of contract
adm ni stration. Non-CLP Data Validation Reports shoul d not be sent to
t he EPA-NE RSCC. Rather, non-CLP Data Validation Reports (including
DQO Summary Forms) and/ or Final Project Reports should be forwarded to
the EPA Site Manager.
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7.8 EPA Field Sanpling Contractors (Fund-lead and PRP/Federal
Facility Oversight)

EPA Field Sanpling Contractors work under the direction of EPA Site
Managers and are primarily involved in Fund-lead site work and
PRP/ Federal Facility oversight. Sanpl es collected by EPA Field
Sampling Contractors may be anal yzed through the CLP, by the OEME
| aboratory or through an EPA-NE anal ytical contract. Alternatively,
the EPA Field Sanpling Contractor may be directed by EPA to procure
their own anal ytical services.

7.8.1 EPA Field Sanmpling Contractor Lead Chem st

This section details the responsibilities of the EPA Field
Sampling Contractor's Lead Chem st working on Fund-lead or
oversight activities for EPA-NE However, many of the
activities, roles, responsibilities and qualifications discussed
bel ow are applicabl e to non Fund-1ead work performed by a PRP or
Federal Facility as well as to Fund-lead work perforned by
anot her Federal Agency (i.e., ACOE) or a State.

7.8.1.1 Proj ect Scopi ng

The Lead Chemi st is a key participant in project scopi ng neetings
where project Data Quality Objectives (DQ0s), plans, schedul es,
sanpl i ng techni ques, anal yti cal net hodol ogi es and data val i dati on
criteriaincludingvalidationtiers are di scussed and agr eed upon
by the end users of the data. The Lead Cheni st should ensure
that al |l agreed upon DQOs, pl ans, schedul es, sanpli ng procedures,
and anal ytical methodologies are incorporated into an EPA-
approved QAPj P and/or SAP prior to field sanpling.

During the scoping neeting, the Lead Chenmi st nust identify the
CLP and non-CLP anal ytical nethods that are needed to generate
data that achieve project DQ0Os. |If CLP nethods are used, then
t he QAPj P and/ or SAP nust specify the validation tier, docunent
that the nost recent revision of the Region |, EPA-NE Data
Validation Functional Guidelines for Evaluating Environnental
Anal yses will be used wi thout nodification to validate the data,
and nust be approved by EPA-NE prior to sanmpling. |If non-CLP
met hods are used and nodified validation criteria are necessary
to fully evaluate the data, then the QAPj P and/or SAP nust
docunent the nodified validation «criteria and provide
justification for the nodification. If modified validation
criteria are not docunented i n the EPA-approved QAPj P and/ or SAP
prior to sanpling, then an anmendnent to the QAPj P and/or SAP
shoul d be submitted and approved prior to the use of nodified
validation criteria.
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The Lead Chemi st should ensure that the appropriate data
val i dators receive copies of the conpleted DQO Sunmary Forns.
The DQO Summary Forms wil | identify the project DQ0Os, PE sanples
and validation tier. The Lead Chem st should al so ensure that
the field sanpling notes for the sanpling event are provided to
the data validator for inclusionin the Tier | Validation Cover
Letter or Data Validation Report for historical purposes.

7.8.1.2 Procuring Non-CLP Anal ytical Services

VWhen required by EPA the Lead Chem st is responsible for
devel opi ng t echni cal specifications for non-CLP anal yses t hat may
require nodified validation criteria. They are al so responsi bl e
for providing technical guidance to subcontracted | aboratories
to ensure that fully docunented, technically valid, legally
def ensi bl e and usabl e data are delivered to EPA. To this end,
it isrecommended that the Region | Laboratory Pre-Qualification
St andard Operating Procedure fromthe Region I ARCS Delivery of
Analytical Services Pilot Program Final Report, Volune 11.
Appendi ces, 15 March 1994, (Attachment Q, be foll owed when
procuring non- CLP anal yti cal services (Attachnment Q. It is also
recomrended that the Region | Laboratory Audit Standard Operating
Procedure, fromthe Region| ARCS Delivery of Anal ytical Services
Pilot Program Final Report, Volune Il. Appendices, 15 March
1994, (Attachment Q be followedto audit | aboratories performng
non- CLP anal yses, as well as to resolve technical problens and
monitor corrective actions inplenented by those | aboratories.

7.8.1.3 Per f ormance Eval uati on Program

The Lead Chemi st is responsible for requesting and mai ntai ning
an appropriate inventory of PE sanples and for obtaining all
pertinent informati onregarding their identification and content
in accordance wth the EPA Region | Performance Evaluation
Program Gui dance, July 1996, Revision (Attachnment H) or nost
recent revision. The Lead Chem st nust ensure that a single
blind PE sanple is included, whenever available, with every
sanple delivery group sent to a l|laboratory for each matrix,
anal ytical paraneter, and concentration |evel.

Upon recei pt of the | aboratory data package, the Lead Chenmi st is
responsi ble for submtting to the EPA PE Chem st a copy of the
tabul ated PE sanple results for scoring for those PE sanples
provi ded by EPA.

The PES Score Reports for EPA-provi ded PE sanpl es and PE results

for PE sanpl es procured fromcomerci al vendors nust be eval uat ed
with the | aboratory data package during data validation. If only
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aTier | validation is performed, the PES Score Reports for EPA-
provi ded PE sanples and PE results for PE sanples procured from
comrerci al vendors are evaluated in addition to performng the
Conpl et eness Evi dence Audit.

7.8.1.4 Tracki ng Data Package Delivery

If a CLP data package is late, then the Lead Chemi st is
responsi ble for alerting the EPARSCC. |f the EPARSCCi s unable
to resolve late data delivery within 2 weeks, the RSCC will
contact the CLP-TPO to expedite problemresol ution.

If data are late froma non-CLP | aboratory subcontracted by an
EPA Field Sanpling Contractor, then the Lead Chem st should
contact the laboratory to ascertain the problemand confirma
delivery date. Simlarly, if dataarelate fromthe Contractor's
own i nternal | aboratory, then the Lead Chem st shoul d contact the
| aboratory to ascertain the problemand confirma delivery date.
In both cases, the Lead Chemi st is responsible for expediting
| at e dat a.

7.8.1.5 Data Val i dation

The Lead Chemist is responsible for providing a copy of the
proj ect DQO Summary Form the field sanpling notes, the technical
speci fications for non-CLP anal yses, the PES Scor e Reports and/ or
the QC acceptance ranges for commercial PE sanples, and any
Tel ephone Logs/ Communi cation Forns generated prior to data
validation to the data validator.

The Lead Cheni st is responsible for review ng and approving all
Dat a Val i dati on Menoranda witten by corporate and subcontracted
data validators. The Lead Chem st is responsible for all
statenments that their validators make in the Data Validation
Menor andum concerni ng the final data assessnents including the
limtations and potential uses of validated data.

The Lead Chem st, as a designated Regional CLP representative,
i s responsi ble for contacting the | aboratory to obtain necessary
dat a resubm ssi ons for non-conpliant CLP data. They must adhere
to the EPA-NE policy for contacting the | aboratory, nmust docunent
in Tel ephone Logs/ Communi cation Fornms all requests for data
resubm ssions and tinme franmes, and nust transmt copies of the
Tel ephone Logs/ Communi cation Forms to appropriate |ocations.
Refer to the procedures in Section 9.1, The Regi onal / Laboratory
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Conmuni cati on Net wor k.

The Lead Chem st ensures that a Data Validation Report or a Tier
| Validation Cover Letter is delivered to the EPA Site Manager
within 21 days of the receipt of a data package from the
| aboratory or in accordance with the pre-approved site schedul e.
Expected delays in the delivery of the validation reports nust
be reported to the EPA Site Manager.

The Lead Chem st ensures t hat Fund-| ead and PRP/ Federal Facility
oversi ght CLP and non-CLP Data Validation Reports (Tiers Il and
I11) and Tier | Validation Cover Letters are correctly
di stri buted wi thin EPA-NE and to ot her Regi ons. See Section 13.0
for the list of recipients and correct distribution.

7.8.1.6 Reduced Payment/ Data Rejection Reconmendati ons

It is the responsibility of the EPA Field Sanpling Contractor's
Lead Chenmist to ensure that all contractual defects and
unresol ved deliverable deficiencies are noted in the Data
Val i dati on Menorandum and on the ORDA/ | RDA Form

Any CLP or EPA-generated non-CLP data that are deened to be
contractually non-conpliant (based on |aboratory analytical
techni cal specification) and unusable in making site decisions
shoul d be recommended for rejection, returned to the | aboratory

and paynment denied. |In this case, sanple results are reported
as "rejected" to the EPA Site Manager in the Data Validation
Report. |If only one analytical fraction is rejected, then only

the data for that fraction should be returned to the | aboratory
and the remaining fractions should be validated in accordance
with the guidance provided in Parts Il - IV.

Any CLP or EPA-generated non-CLP data that are deened to be
contractual ly non-conpliant and of reduced worth to the Region
in terms of meking site decisions should be recommended for
reduced paynent. In this case, sanple results should be
qualifiedinaccordance with the guidance providedinPartsIl-1V
of this document.

7.8.1.6.1 CLP Data

The Lead Chemist is responsible for notifying the EPA Data
Val i dati on Chem st when CLP data are contractual |y non-conpli ant
and unusable, in accordance with EPA-NE Standard Operating
Procedures for Submtting Data for Reduced Paynment/Data
Rej ecti on, Septenber 1991 (Attachnent |) or nost recent revision
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and i n accordance with the Federal Acquisition Regulation (FAR).
The Lead Chem st is responsible for providing to the EPA Data
Validation Chemist a letter describing the contractual non-
conpl i ances and providi ng supporting docunmentation within the
time frame specified in the SOP nmentioned above.

7.8.1.6.2 EPA-Generated Non-CLP Data (i.e., DAS Data)

The Lead Chem st is responsi bl e for docunenti ng contractual non-
conpl i ances, determining if they affect the potential usability
of the data, and ensuring that EPA does not pay for unusabl e,
non- conpl i ant EPA- generated non- CLP dat a.

7.8.1.7 Data Validation Oversight and |Inplenentation of
Corrective Action

The Lead Chemi st is responsible for responding to all requests
for data validation oversight by the Region. The Lead Cheni st
revi ews t he "EPA- NE- gener at ed Dat a Val i dati on Oversi ght/ Met hods
Revi ew Menoranda” and directs the i npl enmentati on of appropriate
corrective actions. Subsequently, the Lead Chem st nonitors the
i npl ementationandis responsiblefor the continued effectiveness
of all corrective actions.

7.8.1.8 Qualifications of the Lead Cheni st

The Lead Chenmi st should have a B.S. degree in chemstry or a
related physical science and be a professionally trained
anal ytical chem st with at | east eight to ten years of conbi ned
inorganic and organic analytical experience which includes
famliarity with GO/ MSand I CPinstrumentation. The Lead Chem st
shoul d have ext ensi ve know edge of CLP net hods, deliverabl es, and
programoperation as wel |l as extensi ve know edge of all ot her EPA
program anal yti cal nethodol ogies, i.e., RCRA SW 846 nethods,
Dri nki ng Water Program500 seri es net hods, anbi ent air and stack
testing, etc., to enable them to recommend the appropriate
met hods and nodi fi cati ons for those nmet hods for achi evi ng proj ect

DQGCs.

The Lead Chem st should have extensive know edge of the nopst
recent EPA-NE validation requirenments, as specified in this
docunent. The Lead Chem st nust be technically able to identify
the need to nodify validation criteria when non-CLP anal yses are
performed and nust be able to incorporate and docunent the
nodi fied validation criteria into an EPA-approved QAP P and/ or
SAP.

7.8.2 Dat a Val i dat or
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Thi s sectionspecifically details theresponsibilities of the EPA
Fi el d Sanpling Contractor's data val i dator perform ng validation
on data generated for Fund-lead sites or EPA oversight
activities. However , many  of the activities, rol es,
responsibilities and qualifications discussed below are
applicable to non Fund-|ead work perforned by a PRP or Federal
Facility as well as to Fund-lead work perfornmed by another
Federal Agency (i.e., ACOE) or a State.

7.8.2.1 Data Val i dation

Data validators nust assess the analytical deficiencies and
contractual non-conpliances of a data package i n accordance with
t he nost recent revision of the Region |, EPA-NE Data Validation
Functional Guidelines for Evaluating Environnental Analyses.
They are responsi bl e for using nodified validationcriteria when
required by an EPA-approved QAPj P and/or SAP.

The data validator is responsible for obtaining resubmttals for
non-conpliant data fromthe | aboratory. In the CLP system only
desi gnat ed regi onal comruni cati on representatives may contact a
CLP Laboratory (usually the Lead Chemi st), therefore the data
val i dator nust contact the | aboratory through their designated
CLP communi cation representative or alternate.

The val i dator reviews the Data Quality Objectives for the project
as docunented in the QAPjP or SAP and DQO Sunmary Form and
determnes if the degree of "measurenent error” associated with
the data potentially conprom ses data usability. The driving
force for data validation is that contractually conpliant data
are not always technically usable for making site decisions and
that contractual ly non-conpliant data are soneti nes very usabl e.
Only the end user can determ ne actual usability of the data.

The data validator nust notify the Lead Chemi st imrediately if
significant contractual deficiencies warrant recommendati on for
data rejection or reduced paynent.

The data validator is responsible for using the appropriate DQO
Summary For mand shoul d contact the Lead Chem st if this document
has not been provided.

The dat a val i dat or nust contact fiel dsanpl ers whenever necessary

to obtain information to assess "sanpling error". Al |
commruni cati ons must be docunent ed in a Tel ephone
Log/ Conmuni cation Form and included in the Data Validation
Report. |If a copy of the field sanmpling notes was not provided,
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t hen t he data val i dat or shoul d contact the Lead Cheni st to obtain
t he not es.

The data validator nust have the technical specifications for
non- CLP analyses and any additional data quality criteria
specifiedin the QAP P or SAP in order to validate non-CLP data.
If the technical specifications for non-CLP analyses and
addi tional data quality criteriawere not provided, thenthe data
val idator should contact the Lead Chem st to obtain the
applicabl e technical specifications and data quality criteria.

The data val i dator nust obtain the PES Score Reports for CLP and
non- CLP anal yses in order to validate the sanple data. |f PES
Score Reports were not provided, then the data validator shoul d
contact the Lead Chem st to obtain the applicable PES Score
Reports. If comrercial PE sanples were used, then the data
val i dator shoul d obtain the vendor's QC acceptance linmts from
the Lead Chem st in order to evaluate the PE sanple results.

The data val i dator nust obtain any Tel ephone Logs/ Conmuni cati on
Forns generated prior to data validation for CLP and non-CLP
anal yses in order to validate sanple data. If any Tel ephone
Logs/ Communi cati on Forns generated prior to data validation for
CLP or non-CLP analyses were not provided, then the data
validator should contact the Lead Chenmist to obtain any
appl i cabl e Tel ephone Logs/ Communi cati on Fornms generated prior to
data validation

The data validator generates a Tier | Validation Cover Letter
with the follow ng attachments in the order specified bel ow
(Refer to Section 10 for conplete description of Tier |
Val i dati on Cover Letter).

1. Cover Letter
2. Attachnents
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a. CADRE- gener at ed Dat a Summary Tabl e of
Unval i dated Data (not required i f CADRE Revi ew
not performnmed)

b. Dat a Val i dati on Wor ksheet Xl - Accuracy Check and
EPA PE Score Reports and/ or non- EPA PES results
wi th Vendor PES QC Acceptance Limts

C. Support Document ati on
i. Copy of non-CLP anal ytical nethod, e.g.,

DAS net hods, nodified EPA net hods
. Copi es of Tel ephone Logs/ Conmmuni cation

Fornms for:

1 RSCC comuni cati ons

I Request s for | aboratory dat a
resubm ssions/ clarifications

I Communi cations with samplers
resol ving sanpling problens

I Commruni cations wi th TPQ Lead Chem st

to report contractually-deficient
data for rejection/reduced paynent

1 Commruni cations wi th EPA Site Manager
concerni ng possible data rejection
1 EPA Site Manager authorization for

alternate DV tier
iii. Copies of data supporting recommendati ons
for reduced paynment resulting from CSF
Audi t and/or PE sanple result evaluation
iv. Original data to support recommendations
for data rejection/non-paynent resulting
from CSF Audit and/or PE sanple result
eval uati on

V. Copies of field sanmpling notes and/or
field report supplied by field sanpler
Vi . Copi es of EPA- approved anendnents to QAPj P

and/ or SAP describing nodifiedcriteriato
be used for validating site data

CSF Conpl et eness Evi dence Audit

e. DQO Summary Form

o

The dat a val i dat or generates a Dat a Val i dati on Report, applicable
to Data Validation Tiers Il and 11l, that consists of the
foll owi ng conponents in the order specified below. (Refer to
Section 11 for a description of each of the Data Validation
Report conponents).
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1. Organi ¢ Regi onal Data Assessnent/|norgani c Regi onal
Dat a Assessnent
(ORDA/ I RDA) Form

2. Dat a Val i dati on Menorandum
Narrative
Table | -Qualifier Recomendati on Summary Tabl e
Table 11-Overall Evaluation of Data
Table Ill1-Tentatively ldentified Conmpounds

Data Summary Tabl es

tandard Data Validation Wrksheets

Manual

Aut omat ed Data Revi ew Reports (i.e., CADRE)
upport Docunent ati on

Copy of non-CLP analytical nethod, e.g., DAS
met hods, nodified EPA nethods

w
POTP PO 0T

b. Copi es of EPA PES Score Reports and/or non- EPA
PES resul ts with Vendor PES QC Acceptance Limts
C. Copi es of Tel ephone Logs/ Conmuni cation Forns
for:
1 RSCC communi cati ons
I Request s for | abor at ory dat a
resubm ssions/clarifications
I Communi cations with sanplers resol ving
sanpling probl ens
1 Communi cations wth TPO Lead Chemi st to
report contractually-deficient data for
rejection/reduced paynent
I Communi cations with EPA Site Manager
concerni ng possible data rejection
1 EPA  Site Manager authorization for
alternate DV tier
d. Copi es of data supporting recomrendati ons for
reduced paynent resulting fromCSF Audit and/ or
PE sanple result eval uation
e. Original data to support recommendations for
data rejection/non-paynent identified fromTier
Il or Tier IIl data validation
f. Copies of field sanpling notes and/or field
report supplied by field sanpler
g. Copi es of EPA-approved amendments to QAPj P

and/ or SAP describing nodified criteria to be
used for validating site data

5. CSF Conpl et eness Evi dence Audit

6. DQO Summary Form

The data val i dator i s responsi ble for i npl ementingall corrective

actions required by the contractor Lead Chenmi st in response to
EPA- NE data validation oversight findings.

DV MANUAL - 24 12/96



PART I

DV MANUAL - 25 12/96



PART I

7.8.2.2 Qualifications of the Data Validator
7.8.2.2.1 Senior Validator

The senior data validator should have a B.S. or B. A degree in
chem stry or a related physical science and be a trained
anal ytical chem st specializing in a particul ar discipline such
as GC pesticides, GC/Ms organics, or ICP metals. The validator
shoul d have at | east five years of rel ated
anal ytical/instrunentati on experience working with |aboratory
i nstrument ation and anal yzi ng nul ti - medi a envi ronnental sanpl es
(soil, water, oil, waste, fly ash, biological tissue and air).
Dat a val i dati on experi ence cannot be substituted for any of the
five years required | aboratory experience.

The seni or validator shoul d have extensive know edge of the nost
recent EPA- NE validation requirenents as specified in this
docunent . The validator must also be capable of applying
nmodi fi ed validation criteria when required by the EPA-approved
QAP] P and/ or SAP.

Al'l Data Validation Reports nust undergo i nternal peer revi ew by
the organi zation perform ng the validation. A senior validator
must perform secondary review of all Data Validation Reports
prepared by junior validators. |If a senior validator prepares
a Data Validation Report, then a different senior validator or
other qualified senior chem st nust peer review that Report.

7.8.2.2.2 Junior Validator

The junior validator should have a B.S. or B.A degree in
chem stry or a related physical science and be a trained
anal ytical chem st specializing in a particul ar discipline such
as GC pesticides, GC/Ms organics, or ICP metals. The validator
shoul d have at | east t wo years of rel ated
anal ytical/instrunmentati on experience working with |aboratory
i nstrunment ati on and anal yzi ng nul ti - medi a envi ronnental sanpl es
(soil, water, oil, waste, fly ash, biological tissue and air).
Dat a val i dati on experi ence may be substituted for some of the two
years of required | aboratory experience. However, the junior
val i dator mnust have at least six nonths of instrunentation
experience in the areas descri bed above.

The juni or validator shoul d have extensive know edge of the nost
recent EPA-NE validation requirenments as specified in this
docunent. The val i dat or must al so be capabl e of appl yi ng nodi fi ed
validation criteria when required by the EPA-approved QAP P
and/ or SAP.
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8.0 | NFORMATI ON REVI EMED DURI NG THE DATA VALI DATI ON PROCESS

Figures 1, 2 and 3 illustrate the normal flow of the data validation
process. Sources of information are noted, as well as comuni cati on
channel s and key decision points in the validation process. To
evaluate data quality and the extent of "nmeasurenment error", the
following itens nust be incorporated into the review of sanpl e data:
proj ect scoping i nformati on docunented i n the EPA-approved SAP and/ or
QAP P; analytical results presented in the | aboratory data package;
fieldsanplinginformation; Contract Conpliance Screeningresults; and
Per f ormance Eval uation Sanple results.

8.1 Project Scoping Information
8.1.1 bj ective

The QAPj P and/ or SAP i s a pl anni ng docunent that provi des project
hi story and background data and docunents the project DQ0s and
sanpl e cust ody procedures, evidentiary requirenents, anal ytical
met hods, | aboratory QA QC, | aboratory docunmentation and
del i verabl es, and data validation criteria and validation tier
to be used for the project. These itens should be agreed upon
by all end users in the initial planning phase of the project.
8.1.2 Requi rement s

The DQOs should be fully discussed and docunented in the EPA-
approved QAP P and/or SAP and identified in abbreviated format
ina DQO Sunmary Form A copy of the SAP and/or QAPj P shoul d be
available to the validator and should include: the data
validationcriteriato be used (refer to Figure 4), referenceto
the Tier I evel of validationto be perfornmed, nodifiedvalidation
criteria to be used (if any) or alternate validation criteria,
i.e., USATHAMA and split sanple conparability criteria and
decision trees to be used in assessing split sanple anal yses.
Proj ect docunents should detail the exact nunber of sanples,
types of sanples (field and QC), PE sanples, sanple matri ces,
sanpl e |ocations/descriptions and know edge of any positive
detects fromprior site sanplingefforts. Background i nformation
on the site is essential to identifying potential usability
i ssues. The EPA Site Manager or Field Sanpling Contractor Site
Manager are the best sources for additional site information.

8.1.3 Eval uati on
a. The val i dat or shoul d ascertain fromthe EPA- appr oved QAP P,

SAP and/ or DQO Summary For mwhi ch validation criteria were
sel ected by the end users. The validator should ascertain

DV MANUAL - 27 12/96



PART I

whet her the validation criteria contained in the Region I,
EPA- NE Dat a Val i dati on Functi onal Gui delines for Eval uating
Envi ronnent al Anal yses are to be used wi t hout nodification
to validate site data, or whether nodified EPA-NE

validation criteria are to be wutilized. Al so, the
validator nust ascertain from the project planning
docunents if alternate validationcriteria, i.e., USATHAMA

are to be used for data validation.

If the Region |, EPA-NE Data Validation Functiona
GQuidelines for Evaluating Environnental Analyses were
sel ected as the validation criteria by the end user, then
the data val idator should ascertain fromthe EPA-approved
QAPj P, SAP and/or DQO Summary Form the validation tier
that are to be used to evaluate the project data.

The validator should determne if the correct analytica
met hod as cited in the EPA-approved SAP, QAP P, and/ or DQO
Summary Form was used for analysis and if required
detection/quantitation limts were achieved.

The val i dator should be famliar with the project DQ0s, as
summari zed on the DQO Summary Form in order to identify
potential usability issues for the end users.

Conparability criteria for split sanpling should be
presented in the EPA-approved QAPj P and/or SAP. Split
sanpling anal yses are perforned for PRP/Federal Facility
oversi ght using standardi zed EPA (full protocol) nethods.
Field screening confirmatory anal yses are al so perforned
usi ng standardi zed EPA net hods. The %Difference Criteria
bet ween dat a sets shoul d be based on the foll owi ng standard
equations to ensure consi stency i n presenti ng and assessi ng
split data. Note: Conparability criteria should be based
on historical data generated for the site and shoul d t ake
into account associated field precision. Honmogenous
matrices may allow for lower % Difference Criteria while
het er ogeneous matri ces may necessitate hi gher %D fference
Criteria to be set. A discussion and justification for
sel ection of conmparability criteria should be included in
t he EPA-approved QAPj P and/ or SAP.

Split Sanpling Anal yses
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Equatd ¥ f f er(SpkcBany) FF% x100

C, = Concentration Determ ned by EPA Oversight Analysis

C, = Concentration Determ ned by PRP, Federal Facility, or
State Anal ysis

Note that this equation assunes that val ues generated by
EPA and those val ues generat ed by equival ent nmet hods used
by the PRP (or other entities) are equally accurate. While
this may not always be true, the equation serves to
standardi ze reporting conventions and to pronote data
conparability. Note that this equation retains the sign of
the difference, thus absol ute nunbers are not used.

Confirmatory Anal yses

Equatd ¥ f f er(Eocki rmmwtgﬁxlo

C, = Concentration Determ ned by Full Protocol Confirnmatory
Anal ysi s

C, = Concentration Determ ned by Field Screening Analysis

Note that this equation assunes that val ues generated by
the full protocol confirmatory nethod are nore accurate
than those generated by field screening nmethods. \Wile
this may not always be true, the equation serves to
standardi ze reporting conventions and to pronote data
conparability. Note that this equation retains the sign of
the difference, thus absol ute nunbers are not used.

8.1.4 Action

a. If no validation tier or an inappropriate validation tier
has been referenced in the DQO Summary Form then the
val i dator should contact the Lead Chem st who will obtain
clarification/direction from the EPA Site Munager. The
val i dat or and/ or Lead Cheni st shoul d document this call in

a Tel ephone Log. The validator should note in the first
paragraph of the Data Validation Menorandum if, in the
validator's opinion, the validation Tier selected during
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proj ect scoping does not neet the project DQOCs.

i I f the EPA-approved QAPj P and/or SAP does not cite
specificvalidationcriteria, thenthe validator nust
validate site data according to the npbst recent
revision of the Region |, EPA-NE Data Validation
Functional Guidelines for Evaluating Environnental
Anal yses. The validator should note in the first
par agraph of the Data Validation Menorandumt hat the
data has been validated in accordance with the npst
recent revision of the Region |, EPA-NE Data
Validation Functional Guidelines for Evaluating
Envi ronnent al Anal yses.

. If nmodified or alternate validation criteria have
been described in an EPA-approved QAPj P and/ or SAP,
then the validator should note these nodified or
alternate validation criteriain the first paragraph
of the Data Validati on Menorandum and copi es of the
rel evant QAPj P or SAP pages shoul d be attached to the
Menor andum as supporting docunentati on.

iii. Alternatively, if the validator determ nes that
nodified or alternate validation criteria are
necessary to validate the site data in order to
support project DQOs and/or the use of non-CLP
met hods and those criteria have not been included in
t he EPA- approved site QAPj P/ SAP, t hen an anendnent to
the QAPjP or SAP nust be submtted to EPA and
approved prior to validation. The anmendnent should
be noted in the first paragraph of the Data
Val idati on Menorandum and a copy attached to the
Menmor andum as supporting docunentati on.

If the data are contractually conpliant but unusable
because the wrong anal ytical nethod was selected and/or
utilized, then this should be noted in the Data Val i dati on
Menor andum and an al ternative method should be identified
for future site work.

If the DQO Summary Form was not provided, then the
val i dator should contact the Lead Chem st to obtain the
Form |If a DQO Summary For mwas not conpl eted prior to the
sanpling event, then this should be noted in the first
par agraph of the Data Validati on Menorandum

If split sanpling criteria for oversi ght anal yses or field
screening confirmatory criteria for confirmation anal yses
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have not been established, then the validator should

cont act t he Lead Chem st who will obtain
clarification/direction from the EPA Site Munager. The
val i dat or and/ or Lead Chem st shoul d docunent this call in

a Tel ephone Log.
The Data Package
8.2.1 bj ective

The CLP Conplete SDG File (CSF) data package is designed to
provi de al | necessary docunentationto verify conpliancew ththe
Statenment of Wrk (SOWN and to permt verification of the
accuracy and defensibility of the reported results. It contains
all the original data generated for the data package.

A non-CLP data package should also provide all necessary
docunentation to verify conpliance with the anal ytical nethod
and/ or contracts/subcontracts to permt verification of the
accuracy and defensibility of the reported results. It should
contain all the original data generated for the data package.

8.2.2 Requi renment s

A list of the required CLP deliverables may be found in the
appropriate CLP SOW.

Requi red non-CLP deliverables nmay be found in the appropriate
met hods and/or contracts/subcontracts developed for the
anal ytical service. Mst datacollectionactivitiesw !l require
all original data and a conplete case file purge. See Attachnent
G for Training Manual for Reviewing Laboratory Data Package
Conpl et eness, June 1994.

8.2.3 Eval uati on

Procedures for the evaluation of specific deliverables are
detailed in Parts Il, IIl, and IV of this docunent.

8.2.4 Action

When contract-required information necessary for data validation
is mssing from the data package, then the validator should
arrange for the Lead Chem st to contact the | aboratory to obtain
the omtted data according tothe procedure referencedin Section
9. 2.

Only authorized personnel that are designated Regional CLP

DV MANUAL - 31 12/96



.3

PART I

representatives may contact CLP |aboratories. Only prine
contractors may contact their subcontracted | aboratories due to
privity of contract.

Field Sanpling Information

8.3.1 Field Q& QC Sanpl es
8.3.1.1 bj ective

Field Q¥ QC sanples, such as trip blanks, equipnent blanks
bottl e blanks, and field duplicates enable data validators to
identify sonme, but not all, of the "sanpling error"” associ ated
with the project. Specifically, the field QN QC assi st the data
validator in evaluating sanpling conditions, techniques, field
preci sion, and sanpl e honpgeneity.

8.3.1.2 Requi renment s

Al field Q¥ QC sanple requirements should support the project
DQ0s and shoul d be docunented in the EPA-approved QAP P and/ or
SAP and DQO Summary Form

At a mnimm equipnment blanks and field duplicates must be
included at a frequency of five percent per analytica
paranmet er/ matri x/ sanpling team

At a mininum volatile trip blanks are required at a frequency
of one per shipnent cool er.

At a mninmum tenperature indicator blanks are required at a
frequency of one per shipnment cooler and should be clearly
identified as tenperature indicator blanks.

Bottle blanks are used to verify the cleanliness of a specific
Lot Nunber of bottles and should be included at the discretion
of the sanpling team At a m ninum bottle bl ank anal yses shoul d
be perforned on one bottle per container type per lot. The Lot
Nunmber for the bottle bl ank shoul d be noted on the Traffic Report
and/ or Chai n-of -Custody Formand in the field sanpling notes.

8.3.1.3 Eval uati on

Note that for | arge projects containing several sanple delivery
groups (SDGs) with many field sanples and inter-related QC
sanpl es, the EPA Field Sanpling Contractor may assign a Project
Chem st to coordinate data collection and review. For | arge
proj ects where the data validator al one may not be able to fully
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assess field QA QC conpliance with the EPA-approved QAPj P and/ or
SAP, the assigned Project Chem st should review all the
i ndi vidual project Data Validation Reports to assess project
conpliance for field QA QC requirenents.

The validator should confirm that the required field QA QC
sanpl es were provided to the | aboratory at the proper frequency.

It is recomended that the results for each bottle blank (used
to verify the cleanliness of a specific Lot Nunber of bottles)
be evaluated prior to use of bottles fromthat Lot Nunmber for
field sanpling.

The validator should evaluate contamnation found in the
equi prent, trip and bottle blanks as part of the |aboratory
met hod bl ank review. Simlarly, fieldduplicate precisionshould
be evaluated concurrently with |aboratory duplicate (MS/ MSD)
precision data to determ ne whether precision problens were
| aboratory or field rel ated.

8.3.1. 4 Action

a. If the field QA QC sanples were not provided to the
| aboratory in accordance with the frequency specified in
t he EPA- approved QAPj P/ SAP, then the validator shoul d note
this deviation in the Data Validati on Menorandum and the
EPA Field Sanpling Contractor should initiate corrective
action procedures.

b. If the | aboratory has not provided results for one or nore
of the sanples that were shipped, the validator should
check the Data Package Narrative and Tel ephone
Logs/ Communi cati on Forns for a possi bl e expl anati on (br oken
sanpl e, insufficient sanple volune for reanalysis, etc.).
If no explanation is found, then the validator should
contact the Lead Chem st who in turn contacts the RSCC to
further investigate and resolve CLP issues. For non-CLP
sanples, the validator should contact the appropriate
personnel to resolve the problens.

C. The field sampler nust be informed inmediately by the
validator, and the call docunented in a Tel ephone
Log/ Communi cation Form if any of the follow ng problens
are noted:

I trip bl anks, equi pnent bl anks, bottle bl anks or field
duplicates are not identified on the Traffic
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Report/ Chai n- of - Cust ody Form

anomal i es such as Traffic Report nunbers being |isted
twi ce, etc.

hi gh contam nation in equipnment, trip, or bottle
bl anks that is not present in the |aboratory bl anks

8.3.2 Sanpl e Descri ptions
8.3.2.1 bj ecti ve

All sanmple locations should support the project DQOs and be
docunmented in the EPA-approved QAPj P and/ or SAP.

Sanpl e descriptions/locations/sanpling dates are necessary
information for preparing the Data Sunmary Tables and for the
eval uation of holding tines. 1In addition, sanple descriptions
are useful as supplenmentary i nformation for the consi derati on and
di scussion of matrix problenms and chem cal constituents
identified in particular sanples.

8.3.2.2 Requi renment s

Al'l sanpl e | ocati ons shoul d be sanpl ed and nunber ed i n accor dance
wi th the EPA-approved QAPj P and/ or SAP.

For CLP data packages, copies of properly conpleted Traffic
Reports (Attachment J, Formvi) are mandatory deliverabl es.

Copi es of Chai n-of - Custody Forns (Attachnent J, Formyv) nust be
i ncluded in all non-CLP data packages and nust contain the date
of sanmpling, sanple nunbers, as well as the sanpling | ocati ons.

The sampl er or Project Chem st shoul d provide a copy of the field
sanpling notes to the Lead Chemi st or data validator to be
included in the Data Validation Report. In situations where
sanpling events extend over a period of weeks producing two or
nore SDGs and generate numerous pages of field | og book notes,
the field notes shoul d be copi ed only once, included in one Data
Val idation Report and that Data Validation Report should be
referenced by Case, SDG, and date of Data Validation Report.

8.3.2.3 Eval uati on
Again, note that for |large projects containing several sanple
delivery groups (SDGs) with many field sanples and interrel ated

QC samples, the EPA Field Sanpling Contractor may assign a
Proj ect Chem st to coordinate data collection and review. For
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| arge projects where the data validator al one may not be able to
fully assess field QA QC conpliance with t he EPA-approved QAPj P
and/ or SAP, the assigned Project Chem st should review all the
i ndi vidual project Data Validation Reports to assess project
conpliance for field QA QC requirenents.

The val i dator should confirmfromthe EPA-approved QAPj P and/ or
SAP and DQO Sunmmary Form that all sanple |ocations have been
sanpl ed and that there are sanple results for all |ocations.

Traffic Reports and COC Forns nust be conpared for consistency
with respect to the designation of quality control sanples
(bl anks and duplicates) and the identification nunbers for field
sanpl es.

The data validator is not responsible for evaluating field
sanpling notes. They are to be included in the Data Validation
Report to be used by the end user to assess data usability and
to support potential litigation.

8.3.2. 4 Action

a. If sanpl e | ocations are not sanpled in accordance with the
EPA- approved QAP P and/or SAP, then the validator should
note this deviation in the Data Validati on Menorandum and
the EPA Field Sanpling Contractor should initiate
corrective action procedures.

b. If discrepancies on the COC or Traffic Report Forns are
identified, then the sanpler nust be contacted for
resol ution. The resolution nmust be docunmented in a

Tel ephone Log (Attachnment J, Formiii) and the Tel ephone
Log nmust be included in the Data Validation Report.

C. If information is illegible (sanple descriptions,
| ocations, sanmpling date, etc.), then the sanpler nust be
contacted to provide a |l egible copy of this information.

d. If Traffic Reports or COC Forns are mssing, then the
| aboratory should be contacted to obtain this required
del i verabl e. If the laboratory cannot provide this
required deliverable, thenthe sanpl er nust be contactedto
provi de a copy of these docunents. |If the Traffic Reports
or COC Forns were not properly conpleted and/or signed by
the |aboratory personnel, then the |aboratory nust be
contacted to obtain a witten letter detailing the
deficiency. This |letter should be includedinthe CSF/ data
package as part of the site record and a copy included in
the Data Validation Report.
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e. If the field sanmpling notes are not provided prior to
val i dation, then the validator nust obtain a copy fromthe
Lead Chenmist for inclusion in the Data Validation Report.

CLP Laboratory Contract Conpliance Screening (CCS)
8.4.1 bj ective

CCS provides a high volunme assessnent of CLP deliverables for
conpliance with sonme, but not all, contract requirenents. |Its
primary application is to determ ne paynment reconmendation.
Because of this direct |link to paynent, CCS fosters a somewhat
tinmely resolution of contractual problens.

8.4.2 Requi rement s

The NPO Sanpl e Schedul i ng and Coordi nation Contract (currently
named CLASS) perfornms CCSon all | ow medi umor gani ¢ and i nor gani c
data packages submtted through the CLP. Laboratories are
required by EPA to submt all identified mssing data, and
resubmt or explain all data identified as non-conpliant during
CCs. To date, CCS has not been perforned on CLP dioxin data
packages. Also, CCS is not performed on EPA-generated non-CLP
dat a.

8.4.3 Eval uati on

CCS may be used, when available, during data validation to
eval uate those technical criteria that are also contractual
criteria and to determ ne the conpl eteness of the data package.
If available, CCS results should be previewed to determ ne
i nportant conpliance issues. The validator should conpare the
findings of CCS to the | aboratory data package in the course of
data validation. An exanple regional CCS Report is containedin
Attachment K

8.4.4 Action

a. If the CCS information is not provided wth the data
package, it can be requested through the RSCC CCS
informationis not necessary in order to performvalidation
because the validator assesses contractual conpliance
during the validation process.

b. If the CCS information indicates significant contractua
non- conpl i ance whi ch coi nci des with poor technical quality
and potentially limts the usability of the data, then the
val i dat or shoul d recommend reduced paynent or rejection of

DV MANUAL - 36 12/96



.5

PART I

data (See Attachnment 1).

C. When a contract-required reanalysis or deliverable was
noted as m ssing by CCS, the validator should contact the
| aboratory to ascertain the expected delivery date.

Per f ormance Eval uati on Sanpl es
8.5.1 bj ective

The EPA- NE Per f or mance Eval uati on (PE) Programessentially serves
three functions: (1) PE sanples nmay be used in | aboratory pre-
award eval uations to identify a community of technically capable
| aboratories, (2) PE sanples are used to evaluate |aboratory
performance over a period of tine, (3) PE sanples are included
in a sanple group to provide information on a |aboratory's
ability to accurately identify and quantitate analytes of
interest during the period of sanple analysis. In the third
function, the PE programworks in conjunction with the Region I
Ti ered Validation approach.

8.5.2 Requi renment s

EPA- NE est abl i shed a Performance Eval uati on Programon July 1,
1993. A copy of the nobst recent revision of the EPA Region |
Perf or mance Eval uati on Program@Gui dance, July 1996, Revi sion, may
be found in Attachnment H The docunent describes the purpose,
use, quality assurance docunent ati on requirenents,
responsibilities, and general procedures for utilization of the
EPA- NE PE Programand i ncludes a |i st of EPA-PE sanples that are
currently avail able through the EPA-NE QA Unit and a list of
comercially avail abl e PE sanpl es.

It is recomended that blind PE sanmples be included in each
sanpl e set sent to a | aboratory, whenever appropriate, to assi st
in evaluating anal ytical data quality. One PE sanple should be
i ncluded for each sanple matrix, paraneter, and concentration
| evel for each Sanple Delivery Group (SDG sent to a | aboratory.
The PE sanples should be counted as field sanples in the 20
sanpl e SDG. The use of PE sanples should be specified as a
quality control nmeasure at the pl anni ng st age of each project and
docunmented in the EPA-approved QAPj P and/ or SAP.

8.5.3 Eval uati on

Upon recei pt of the | aboratory data package, the Lead Chem st or
val i dator should determne if a PE sanpl e was i ncluded for each
sanple matri x, paraneter, and concentration |evel for each SDG
sent to the | aboratory. Next, the |aboratory's EPA PE sanple
results nust be submtted by the EPA Field Sanpling Contractor
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perform ng data validation to the EPA-NE PE Chem st for scoring.
In the situation where data validation is performed by a
subcontractor, only the prine contractor may submt PE results
to EPA.

For Tier Il and Tier Il validations, the data validator nust
i ncorporate the EPA- PE sanpl e score results into the eval uation
of data in accordance with Section Xl in Parts Il, |1l and |V of

this docunent.

For Tier | validations, EPA-PE sanpl e results nust al so be scored
and evaluated in accordance with the gui dance noted above to
det er mi ne whet her | aborat ory probl ens exi st and whet her a hi gher
validation tier is warranted based upon anal ytical problens
identified by the PES.

If non-EPA (commercial) PE sanples are reported in the data
package, then the validator should assess the results of the PE

sanpl es based upon the vendor's QC acceptance limts in
accordance with Section Xl in Parts Il, 111, and IV of this
docunent .

8.5.4 Action

a. If PE sanples were not submitted by an EPA Field Sanpling

Contractor in accordance with the frequency requirenments
stated in the Region | policy, then the validator should
note this deficiency inthe Data Validati on Menorandum | f
an EPA Field Sanpling Contractor consistently fails to

conmply with Region | policy, corrective action will be
required.

b. If PE sanple results are acceptable or do not indicate
maj or | aboratory performance probl ens, then the validator
shoul d complete the Tier I, Il or Tier Ill validation.

C. If PE sanpl e results indicate major | aboratory performance
probl enms and are unacceptable and a Tier Il or Tier 111

validation was required, then the validation should be
conpl eted to ascertain the source of the anal ytical error.
If the data quality is suspect, then the data should be
recomrended f or reduced paynent or, alternatively, rejected
as unusabl e, returned to the | aboratory and paynent deni ed.

d. If PE sanple results are unacceptable and a Tier |
val i dati on was requi red, then the val i dat or shoul d docunent
this in the Tier | Data Validation Cover Letter and

consi der the need to upgrade the tier level to determneif
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the data i s unusabl e and shoul d be rej ected. The validator
nmust receive authorization fromthe EPA Site Manager to
upgrade the data validation tier prior to doing so.
Aut hori zati on nmust be docunmented in a Tel ephone Log and
included in the Tier | Validation Cover Letter, or (if the
validation tier was upgraded) in the Data Validation
Report .

Comput er - Ai ded Dat a Revi ew and Eval uati on (CADRE) Reports
8.6.1 Objective

CADRE is a computer program that was developed to perform
aut omat ed val i dati on of organi c and i norgani ¢ Low Medi umCLP dat a
t hat have been entered into the national CLP Anal ytical Results
Dat abase (CARD). The automated reviewcriteria are based on the
USEPA CLP Nat i onal Functional Guidelines for Organic Data Review

February 1994, and the USEPA CLP National Functional Guidelines
for Inorganic Data Revi ew, February 1994. In npost cases, CADRE
criteria are simlar to Region | Tier Il validation criteria.

Where the criteria are different, the CADRE program has been
custom zed for EPA-NE to i ncor porate EPA-NE Validationcriteria.

For those additional validationcriteria, e.g. field duplicates,

that are not assessed by CADRE, a Guidance Docunent for

Conpl eting Region | Data Validation Utilizing CADRE Dat a Revi ew

February 1995 (Attachnent L) is available to assist data
val i dati on conpl etion.

Currently, this automated validation programis available only
for EPA CLP Fund-| ead and oversi ght use. However, inthe future,
conput er - assi st ed dat a val i dati on f or EPA- gener at ed non- CLP dat a
may be avail abl e.

8.6.2 Requi rement s

Eventual |y, all EPA-NE CLP Organi c and I norgani ¢ Low Medi um SOV
| aboratory data packages wll be validated using CADRE.
Currently, CADRE reports for CLP Organi c Low Medi umVol atil e and
Sem vol atil e analyses are provided to the EPA Field Sanpling
Contractor along with the CSF/CLP | aboratory data package to
assi st in data validation.

8.6.3 Eval uati on
Tier | validation does not include the review of CADRE Reports.
The val i dator should include the CADRE-generated Data Summary

Tabl e of NOT VALI DATED DATA as an attachnent to the Tier |
Val i dati on Cover Letter.
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Tier Il and Ill validations include the use of CADRE reports.
Refer to the Guidance Docunent For Conpleting Region | Data
Validation Utilizing CADRE Data Revi ew, February 1995, or nost
recent revision for guidance on data validation conpletion in
conjunction with CADRE revi ew.

8.6.4 Action

Cccasional ly | aboratory el ectroni c del i verabl es are unavai | abl e,

i nconpl ete or of such poor quality that they cannot be used by
t he CADRE program |f a Low Medi umOrgani c or Inorganic CLP CSF
i s received by the EPAFi el d Sanpling Contractor fromEPA w t hout

a CADRE report but with a notification that nmanual validationis
required, then the EPA Field Sanpling Contractor nust perform
manual validation for that CLP CSF.

If the CADRE report is inconplete, then the validator should
contact the EPA DV Chenmist to obtain the conplete report.

COVMUNI CATI ON NETWORKS

The CLP-Regional Sanple Control Center (RSCC) Conmunication
Net wor k

9.1.1 bj ective
9.1.1.1 CLP

The Regi onal Sanpl e Control Center (RSCC) is synonynous with the
Regi onal Sanpl e Control Coordinator (RSCC) for EPA-New Engl and.
The RSCC places all regional requests for CLP sanpl e anal yses
t hrough the NPO Sanpl e Scheduling and Coordination Contract
(currently nanmed CLASS). Requests for CLP analyses may be
initiated by EPA Site Managers or Field Sanpling Contractors
doi ng Fund-1| ead or PRP/ Federal Facility oversight, or States (or
their contractors) perform ng Fund-|ead work under Cooperative
Agreenents with EPA, or other Federal Agencies (or their
contractors), i.e., the Arnmy Corp of Engi neers, perform ng Fund-
| ead work under Interagency Agreenents.

The RSCCtracks CLP sanpl es originating fromRegion |, regardl ess
of the organi zation that collects them inthe NewEngl and Sanpl e
Tracki ng System (NESTS) dat abase.

9.1.1.2 Non- CLP
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The RSCC does not schedul e non-CLP anal ytical services for EPA
Field Sanpling Contractors, States or other Federal Agencies.
However, the RSCC schedul es non-CLP anal yti cal services that are
obtained directly through any of EPA-New England' s regional
environnment al anal ytical procurenents.

The RSCC tracks all non-CLP sanples collected by EPA Field
Sampling Contractors doing Fund-lead or PRP/Federal Facility
oversight work, i.e., through the DAS nechani sm

The RSCC does not track non-CLP sanpl es coll ected by the States
or ot her Federal Agencies doi ng Fund-1| ead wor k under Cooperative
Agreenents and | nteragency Agreenents, respectively.

9.1.2 Requi renment s
9.1.2.1 CLP

EPA Fi el d Sanpling Contractors nust submt quarterly CLP sanple
projections to the RSCC. Conpleted DQO Summary Forns for each
sanpl i ng event shoul d acconpany the quarterly sanpl e projections
and nust be submitted prior to sanpling. To reserve sanple slots
the EPA Field Sanmpling Contractor nust follow the procedures
outlined in 9.1.3.1.

St at es and Federal Agencies that utilize CLP for sanple anal ysis
must al so submt quarterly CLP sanple projections to the RSCC
Compl eted DQO Summary Forms for each sanpling event nust
acconpany the quarterly projections. To reserve sanple slots
States and ot her Federal Agencies nust follow the procedures
outlined in 9.1.3.1.

I f EPA personnel will be collecting sanples at a site for CLP
anal yses, then the Site Manager nust notify the RSCC and subm t
a conpl eted DQO Sunmmary Formby 5:00 p.m on the Tuesday before
the schedul ed sanpling event.

9.1.2.2 Non- CLP

EPA Fi el d Sanpling Contractors that procure non-CLP anal yti cal
services, or use their own corporate | aboratory to anal yze non-
CLP sanples or use the EPA regional I|aboratory for non-CLP
anal yses nmust foll ow the sanple tracking procedures referenced
in9.1.3.2. Conpleted DQO Summary Fornms nust be submitted to the
RSCC prior to the sanpling event.

St ates, other Federal Agencies, PRPs and Federal Facilities are
not requiredto report non-CLP sanpl e trackinginformationtothe
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EPA at this tinme. However, States, other Federal Agencies, PRPs
and Federal Facilities should maintain non-CLP sanple tracking
informationintheir sitefiles to assist EPAintracking non-CLP
data upon EPA's request.

9.1.3 Pr ocedur e
9.1.3.1 CLP

EPA Sampling Field Contractors, EPA Site Managers, States and
ot her Federal Agencies requiring CLP services nust contact the
RSCC in accordance wth The Regional Sanple Control Center
Gui dance for The Contract Laboratory Program (CLP) and Delivery
of Analytical Services (DAS) Programfor EPA-New Engl and, July
1996 (Attachnment P).

9.1.3.2 Non- CLP

EPA Field Sanpling Contractors that procure their own non-CLP
anal ytical services, or obtain non-CLP services from their
corporate | aboratory or fromthe EPA- NE r egi onal | aboratory nust
report the sanple tracking information to the RSCCin accordance
wi t h The Reqgi onal Sanpl e Control Center Gui dance for The Contract
Laboratory Program (CLP) and Delivery of Analytical Services
(DAS) Programfor EPA- New Engl and, July 1996 (Appendi x P) and t he
DAS Sanpl e Tracki ng and Schedul i ng St andard Oper ati ng Procedur e

fromthe Region | ARCS Delivery of Analytical Services Pilot
Program Final Report, Volune I11. Appendices, 15 March 1994,

(Attachnment Q.

St at es and ot her Federal Agenci es t hat procure non-CLP anal yti cal
servi ces or obtain non-CLP services fromtheir organi zati ons' own
| aboratory shoul d schedul e and track sanples in accordance with
their organizations' procedures.

9.1.4 Action
9.1.4.1 CLP

CLP anal ysi s requests by an EPA Field Sanpling Contractor, State
or other Federal Agency nust be made by 5:00 p.m the Tuesday
bef ore sanpling. If a request is made later than this tine,
sanpl e anal ysi s sl ots cannot be guaranteed. Also, if DQO Sunmary
Fornms are not submtted prior to the sanpling date, sanple
anal ysis slots cannot be guaranteed.

If an EPA Field Sanpling Contractor consistently fails to all ow
for sufficient lead time in scheduling CLP sanples and/or fails
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to accurately project quarterly CLP analytical needs, and/or
fails to submt the associated DQO Summary Forms, corrective
action will be required.

If a State or other Federal Agency perform ng Fund-lead work
failstoallowfor sufficient | ead tinme in scheduling CLP sanpl es
and/or fails to submt the associated DQO Summary Forns,
corrective action will be required.

9.1.4.2 Non- CLP

If an EPA Field Sanpling Contractor, perform ng Fund-|ead work
or PRP/ Federal Facility oversight, fails to provide the required
non- CLP sanpl e tracking informati on and/or the associated DQO
Summary Form corrective action will be required.

If States, other Federal Agencies, PRPs or Federal Facilities
fail to schedul e or track non-CLP sanples correctly, corrective
action should be initiated by that organization.

The Regi onal / Laboratory Communi cati on Network
9.2.1 bj ective
9.2.1.1 CLP

In January 1983, the CLP National Program Ofice established a
system of direct conmunication between the regions and CLP
| aboratories as a routine nethod for regional data validation
staff to obtainanswers totechnical questions concerni ng program
data in the tineliest and nost direct nmanner possible.

9.2.1.2 Non- CLP

EPA Fi el d Sanpl i ng Contractors, States and ot her Federal Agencies
perform ng Fund-| ead wor k and/ or PRP/ Federal Facility oversight
should establish a direct communication system with their
contractor and/or subcontractor |aboratories (as appropriate
based upon privity of contract) to ensure tinmely resol ution of
techni cal issues.

For non Fund-1| ead sites, PRPs and Federal Facilities should al so
establish a direct comrunication systemwth their contractor
and/ or subcontractor |aboratories (as appropriate based upon
privity of contract) to ensure tinely resolution of technical
i ssues.
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9.2.2 Requi renment s
The requirenments for the CLP system are as foll ows:

a. Regi onal contact with CLP | aboratories is perm ssible only
after | aboratory data subm ssion.

b. Questions i nvol vi ng dat a del i very, contractual
requi rements, procedural recomrendati ons, and ot her general
CLP matters are to be referred to the RSCC, the NPO Sanpl e
Scheduling and Coordination Contract (currently naned
CLASS), or to programmanagenent (i.e., EPA-NE CLP-TPO as
appropri at e.

C. Reanal ysis requests originating from the data validator
must be channel ed by t he EPA Fi el d Sanpli ng Contractor Lead
Chem st through the EPA-NE CLP-TPO or EPA DV Cheni st.

d. Only aut hori zed personnel that are desi gnhated Regi onal CLP
representatives may contact CLP | aboratories, and t hey may
contact only specified | aboratory personnel.

To becone a desi gnat ed Regi onal CLP representative or alternate,
t he candi date's name and resunme nust be subm tted to the CLP-TPO
for review. Upon approval of the candidate, the CLP-TPO will
notify CLASS for inclusion on the Region | CLP representatives
list.

Simlar requirements should exist for a non-CLP conmmunication
system

9.2.3 Procedure

9.2.3.1 CLP

a. The entire data package shoul d be assessed to deternmine if
any of the four Actionitens listed belowin Section 9.2.4
are a problemwi thin the | aboratory data package.

b. A list of required data resubm ssions and analytical
clarifications should be faxed to the | aboratory prior to
initiating the call.

C. The desi gnat ed Regi onal CLP representative should call the
| aboratory, discuss each item on the faxed list, and
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establish a due date for resubm ssions. The time franme for
resubm ssion should be limted to seven days.

Al'l conversations between the regi onal representatives and
the CLP | aboratories should be recorded by both the
| aboratories and the regional representatives on the
Tel ephone Log or Regional/Laboratory Conmunication Form
(Attachnment J, Formiii).

The original Tel ephone Log/ Communi cati on Formis included
in the Data Validation Report or Tier | Validation Cover
Letter sent to the EPA Site Munager. One copy of the
Tel ephone Log/ Communi cation Formis forwarded by the EPA
Field Sanpling Contractor to each of the follow ng:

1 EPA NPO Sanpl e Schedul i ng and Coordi nati on Contract
(currently named CLASS)

I The EPA-NE CLP-TPO (their copy to be included in the
Data Validation Report or Tier | Validation Cover
Letter)

I The CLP | aboratory

1 EPA- NE RSCC

Resubm tted data shoul d be marked as "additional data" by
the CLP | aboratory. All resubmtted and/or omtted data
shoul d be subnmitted to the Regi on acconpani ed by a revi sed
DC-2 form

If data resubm ssions or verbal clarifications are not
received within the specified tinmeframe, then t he Regi onal
CLP representative shoul d contact the | aboratory every day
for 7 days.

If the information is still not received within the
addi tional 7 days, then the Regional CLP representative
shoul d contact the CLP-TPO for foll ow up action.

9.2.3.2 Non- CLP

a.

For Fund-| ead sites and PRP/ Federal Facility oversight, all
conversations between EPA personnel, EPA contractors,
St at es, or ot her Federal Agencies with non-CLP | aboratories
shoul d be recorded by both t he non-CLP | aboratories and t he
EPA/ EPA Contractor/ State/ O her Federal Agency contacts.

For non Fund-lead sites, all conversations between PRPs,
ot her Federal Agencies, or their contractors, with non-CLP
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| aboratories should be recorded by both the non-CLP
| aboratories and the PRP/ O her Federal Agency/ Contractor
contacts.

C. Copies of the Telephone Log or Regional/Laboratory
Communi cati on Form shoul d be:

I Included in the Data Validation Report or Tier |
Val i dati on Cover Letter

Sent to the | aboratory

Retained in the site file

9.2.4 Action

The four types of problenms that require direct contact between
t he desi gnat ed Regi onal representatives and the | aboratory for
resolution of | aboratory data package problens are illustrated
in Figures 2 and 3 and are described bel ow

a. In the case of mssing or illegible deliverables, the
validator should contact the |aboratory through their
desi gnated Regi onal CLP representative to establish and
record the expected due date for the requested
del i ver abl es.

b. i. When a CLP contract required reanal ysis, is m ssing,
the validator should check the CCS report, if
avail able, to see if the probl emwas noted. If so,

the designated Regional CLP representative should
contact the |l aboratory to ascertain the expected due
dat e. If the problem was not noted by CCS, the
val idator and/or Lead Chemist, in conjunction with
the EPA Site Manager, nust deci de whether initiation
of a reanalysis request would provide usable data
(wei ghing a consideration of holding tinmes, etc.).
To initiate a CLP reanal ysis request, the validator
or Lead Chem st nust first contact the CLP-TPO or EPA
DV Chemist. If the TPO deens reanal ysis appropri ate,
a reanalysis request formw |l be forwarded by the
TPO to the CLP-APO for that |aboratory.

ii. \When a non-CLP contract required reanal ysis for Fund-
| ead and PRP/Federal Facility Oversight work is
m ssing, the EPA Field Sanpling Contractors, States
and other Federal Agencies should contact their
contractor and/or subcontractor |aboratory (as
appropriate based upon privity of contract) to
ascertain the expected due date and ensure tinely
delivery of reanalysis results.
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iii. When a non-CLP contract required reanal ysis for non
Fund-lead work is mssing, the PRP, other Federal
Agency, or their contractors should contact their
contractor and/or subcontractor |aboratory (as
appropriate based upon privity of contract) to
ascertain the expected due date and ensure tinely
delivery of reanalysis results.

C. Clarification of discrepancies or errors in the reported
data wusually requires correction and resubm ssion of
results by the |aboratory. If the |aboratory does not

agree with the error, then the validator should double
check his/her work to ensure the accurate reporting and

qualification of data. If the laboratoryis still foundto
be in error but will not agree with the error, then the
val i dator shoul d use professional judgment to qualify the
dat a.

d. In sonme cases, it may be necessary to have the | aboratory
provide certain explanations or detail conditions of
anal ysis that do not correspond to any of the contract or
met hod- requi red deliverables. In such cases, a verbal

answer, docunented in a Tel ephone Log/ Conmruni cati on For mby
the designated Regional representative, is all that is
contractual ly-required of the | aboratory.

9.3 The CLP-TPO Communi cati on Net wor k

Simlar to the communication networks described above, CLP-TPO
comruni cations involve contact with CLP Admnistrative Project
Oficers, CLP Contract O ficers, CLP | aboratories, the NPOcontractors
(CLASS and QATS) and the EPA Field Sanpling Contractors' Lead
Chem sts. The CLP-TPO receives nunmerous QA reports from the NPO
Those which relate directly and specifically to CLP data validation
will be forwarded to contractors responsible for data validation as
appropri at e.

I nter-regional questions or problenms with CLP | aboratory performance
are referred to TPGs for resolution. For exanple, if a Region | data
val idator uncovers a possible contam nation problem in a CLP
| aboratory assigned to Region Il, the problemis first referredto the
Regi on | CLP- TPO who t hen contacts the CLP-TPOin Regionll to resolve
t he problem

It is recoomended that the CLP-TPO be notified of all problens and
requirenments for a particular case at onetime. |If there is an urgent
requirenment, the CLP-TPO may be contacted by phone to expedite
corrective action. A copy of the Data Validation Report with the
ORDA/ | RDA Form as a cover page nust be submtted to the CLP-TPO to
provide docunentation of the data validation and to facilitate
resolution of inter-regional CLP | aboratory performance probl ens.
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10.0 THE TIER | VALI DATI ON COVER LETTER
10.1 Objective
The Tier | Validation Cover Letter docunments that the data associ at ed

with a specific sanple delivery group (SDG were validated in
accordance with the Region | Tier | Validation Guidance and justifies

the use of a Tier | validation. The letter also docunents the
eval uation of PE sanple results that were analyzed with the field
sanples, thereby providing a limted assessnent of |[|aboratory

performance. Attachnment Mcontains an exanple of a Tier I Validation
Cover Letter.

10. 2 Conponents of the Tier | Validation Cover Letter
10.2.1 Cover Letter

Tier | Validation Cover Letters that are generated for CLP Fund-
| ead and CLP PRP/ Federal Facility oversight work, as well as EPA-
generated non-CLP work, should be addressed and sent to the
fol | owi ng:

1 Christine Cark
Regi onal Sanpl e Control Center
U.S. Environnental Protection Agency
60 Westview Street
Lexi ngton, MA 02173
cc: EPA Site Manager

The subj ect heading of the Tier I Validation Cover Letter
must include: the contractor work assi gnment nunber, the
case nunber and SDG nunber (in that order), the | aboratory
name, the site nanme, the paraneters evaluated, the tota
number of sanples per sanple matrix per paraneter,
(parentheticallyidentify thefieldduplicates), the sanple
matrix and field sanple numbers analyzed for each
paraneter, the paraneter, matri x and sanpl e nunber for each
type of bl ank, and t he paraneter, matri x, and sanpl e nunber
for each PE Sanpl e. Not e: Each sanpl e nunber nust be
listedindividually. (Refer to Attachnent Nfor exanpl e of
Data Validation Reports for exact Menorandum fornmat to be
used.)

Only one SDG may be discussed in each Tier | Validation
Cover Letter.

Justification for Tier | validation. The validation Tier
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i s based on project DQOs and i s determ ned by the end users
at the tine of project scoping.

Eval uati on of PE sample results and potential inpact on

dat a
10.2.2 Attachnents
10.2.2.1 Data Summary Tables - Unvalidated Data (CADRE-

gener at ed spreadsheets)

Data Summary Tabl es cl early marked "NOT VALI DATED DATA' shoul d
be i ncluded as an attachment for all Low Medi um CLP Organi c and
I norgani ¢ data that have undergone CADRE review.

NOTE: Data Summary Tabl es are not required for data that have
not undergone CADRE revi ew.

10.2. 2.2 Accuracy Check Wirksheet- Data Validati on Wrksheet
Xl and PES Score Report/Vendor PES QC Acceptance
Limts

Al'l SDGs are required to have a paraneter/ matrix/concentration
| evel associated PE sanple, if one is available. The PE sanple

results should be evaluated based on Section X in the
appropri ate VOA/ SV, PEST/ PCB or | norganic Functional Guidelines
(Parts 11, Ill and IV of this docunment).

10.2.2.3 Support Documentation
10.2.2.3.1 Anal ytical Method for Non-CLP Met hods

Copi es of non-CLP nethods and nodifications to standard net hods
should be included in the Tier | Validation Cover Letter as
support docunentation and identified as such.

10.2.2.3.2 Copi es of Tel ephone Logs/ Conmruni cati on Forns for
the following nust be included in the Tier |
Val i dati on Cover Letter:

Al'l comuni cations with RSCCto track data packages and to
resol ve sanpl e schedul i ng, tracki ng, and shi pnent questi ons

Al'l  Regional / Laboratory conmmunications to |aboratories
requesting resubmttal and/or clarification of data

Al l conmuni cations with sanplerstoclarify sanpl e nunbers,
| ocations, descriptions or preservation techniques and/ or
to alert themto significant field contam nation
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Al'l  comunications with the CLP-TPO EPA DV Chem st to
report contractually-deficient CLP data that wll be
recomrended for data rejection or reduced paynent

Al'l communi cations with the EPA Site Mnager concerning
possi bl e data rejection

Al'l conmuni cations with the EPA Site Manager to authorize
change in required data validation tier.

10.2.2.3.3 Copi es of Data Supporting Recommendations for
Reduced Paynent

Al'l non-conpliant data that are of limted use to the end user
are deened to be of reduced worth by the region and shoul d be
recomrended for reduced paynent.

Al'l non-conpliances identified during a Tier | Validation that
adversel y affect data usability shoul d be docunent ed by attachi ng
tabul ated |aboratory forns, raw data, or validator-prepared
tabulations to substantiate the findings and conclusions
presented in the Tier | Validation Cover Letter. For CLP data,
support docunentation attachnments should be nunbered and/or
| abel l ed and referenced accordingly in the text of the Tier |
Val i dation Cover Letter. Simlarly, support documentation for
unusabl e non- CLP dat a shoul d be attached to the Tier | Validation
Cover Letter and recommendation for reduced paynent noted. In
addition, the validator should circle the specific itenms of
concern | ocated on these attachnents.

10.2.2.3. 4 Oiginal Data Supporting Recomrendations for
Dat a Rej ection/ Zero Payment

Al'l non-conpliant original data that are unusabl e by t he end user
are deened contractually wunacceptable to the region, and,
therefore, the | aboratory should not be paid. Original CLP data
shoul d be attached to the Tier | Validation Cover Letter and sent
to the CLP-TPO EPA DV Chemi st with a cover |letter recomendi ng
data rejection. Simlarly, unusable non-CLP data should be
attached to the Tier | Validation Cover Letter and returned to
the | aboratory for non-paynent.

10.2.2.3.5 Copies of Field Sanpling Notes and/or Field
Repor t

The field sanpling notes and/or field report should be provided

by the field sanpler to the Lead Chem st or data validator to be
included in the Tier | Validation Cover Letter as an attachnent.
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I n situations where sanpling events extend over a peri od of weeks
produci ng two or nore SDGs and gener ate numerous pages of field
| og book notes, the field notes should be copied only once,
i ncl uded in one Data Validation Report and that Data Validation
Report shoul d be referenced by Case, SDG and date of nenorandum
The field sanpling notes are included to provide conplete
docunentation of the sanpling event to substantiate site
deci sions made using the data and to support potential future
litigation.

10.2.2.3.6 Copi es of EPA-approved Anmendnents to QAP P
and/ or SAP

Any EPA- approved anmendnents to t he QAPj P and/ or SAP t hat descri be

modi fied criteria used to validate site data shoul d be i ncl uded
in the Tier | Validation Cover Letter as an attachnent.

10.2.2.4 CSF Audit

Refer to Attachnent C, Region | CSF Conpl et eness Evi dence Audit
Program July 3, 1991 or npst recent revision.

10.2.2.5 DQO Sunmary Form

Copi es of DQO Summary Forns previously submitted by the EPAFi el d
Sanmpling Contractors, States and other Federal Agencies to the
RSCC al ong with the quarterly CLP sanple slot projections nust
be included with the Tier | Validation Cover Letter.

Copies of DQ Summary Fornms for non-CLP sanpling events
previously submtted by the EPA Fi el d Sanpling Contractors tothe
RSCC prior to the sanpling event, nust be included with the Tier
| Validation Cover Letter. Copies of DQO Summary Forns for non-
CLP sanpling events previously submtted by States and other
Federal Agencies to the "Authorizing Organization" prior to the
sanpling event, should be included with site docunents.

For proper distribution of the DQO Summary Forns refer to t he DQO
Summary Form I nstructions (Attachment J, i).

The Draft DQO Summary Form (refer to Attachnment J, i) should be
used until such tine as a Final version has been issued.

Initiating the Tier | Validation Procedure
Upon receipt of a data package, the data validator should

ascertain the required data validation tier fromthe DQO Sunmary
Form and/or EPA-approved QAP} P and/or SAP. If a Tier |
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validation is required, then the validator should determne if
EPA or commercial PE sanples were analyzed with the SDG If an
EPA PE sanpl e was anal yzed, then the PE Form| results shoul d be
faxed to the EPA PE Chemi st for scoring. |f PE sanples were
obtained from a comrercial vendor, then the vendor's PES QC
acceptance limts should be utilized to evaluate PES results.
If EPA or commercial PE sanples were not included in the SDG
then the validator should note this and the reason why in the
Tier | Validation Cover Letter.

The data validator shoul d begin the Conpl et eness Evi dence Audit
in accordance with the Region | CSF Conpl et eness Evi dence Audit
Program July 3, 1991 or npst recent revision.

Once the PES Score Report is received, the data validator shoul d
eval uate the PE sanple results in accordance with Section Xl of
Part 11, I'll or IV of this docunent and conpl ete the Section Xl -
Accuracy Check Worksheet.

The data validator should finalize the Conpl eteness Evidence
Audi t .

If PEsanpleresults indicate acceptabl el aboratory performance
then the validator should note this in the Tier | Validation
Cover Letter.

If PEresults indicate poor | aboratory perfornmance, thenthe data
validator should note the specific |aboratory performance
probl ens and their inmpact on data quality. For exanple, "TCL
M SSES" woul d i ndicate the possibility of fal se negatives, "TCL
CONTAM NANTS" woul d i ndi cate the possibility of fal se positives,
and "ACTION LOW and "ACTION H GH' scores would indicate the
possibility of negative and positive biases, respectively.

If PEresults indicate poor | aboratory perfornmance, thenthe data
val i dator should contact the EPA Site Manager to ascertain if a
Tier Il or Tier IIl validation is warranted. This call should
be docunented in a Tel ephone Log. Only the EPA Site Manager can
approve an upgrade in validation tier.

The data val i dator should assenble the Tier | Validation Cover
Letter with the all the required attachnments as noted in Section
10. 2.

THE DATA VALI DATI ON REPORT (Tiers Il and I11)

bj ective
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Data Validation Reports, generated for Tier Il and Tier |11
val i dati ons, docunent that the data associated with a specific sanple
delivery group (SDG were validated in accordance with the Region |

Tier Il and Tier Il11 Validation Guidance, respectively. The Data
Val idati on Report docunents and discusses the rationale for any
nmodi fications to or deviations from the Region | Data Validation

Gui dance specified in this guidance docunent.

The findings of a Tier Il and Il validation are distributed to users
for three distinct applications: (1) to nmake site decisions, (2) to
provi de oversi ght of CLP and non- CLP | abor at ory and net hod perf ormance
for contract nanagenent and paynent recomrendations, and (3) to
provi de EPA data validation oversight of the EPA Field Sanpling
Contractors.

For individuals involved in site-related decisions, it is inperative
that the Data Validation Report present a clear explanation of those
i ssues affecting the use of those data. The Report nust provide the
end users with an overvi ew of anal ytical data quality and should al so
explain the qualitative confidence and quantitative "measurenent
error” associated with all sanpleresults. In addition, the end users
need Data Summary Tabl es that present all positive sanple results,
detection/quantitation limts, and associated qualifier codes.

On the ot her hand, the EPA individual s responsi bl e for managenent and
oversight of CLP and non-CLP |aboratory performance and nethod
performance require a presentation of issues related to |aboratory
non- conpli ance, poor |aboratory practices that are not regulated in
the contract, and any unusual nethod or anal ytical problens. For both
contractual issues and problens affecting the usability of the datain
maki ng site decisions, support docunentation nust be sufficient to
allow EPA to performa full-scale review of the data validation in
order to substantiate the Report's concl usions.

Dat a Val i dati on Reports witten by EPA Field Sanpling Contractors are
reviewed by the EPA-NE Quality Assurance Unit in accordance with the
EPA-NE Data Validation Oversight/Methods Review Program Dat a
Val i dati on Oversi ght Reports are provided to the EPA Site Managers and
contract Project Oficers. The contract Project Oficer forwards the
Dat a Val i dati on Oversi ght Report to the EPA Fi el d Sanpl i ng Contract or
and requests corrective action. The continued effectiveness of the
required corrective actions are nonitored in subsequent validation
oversights. Overall contractor data validation performance is
nmoni tored for each contract performance peri od.

11.2 Conponents of the Data Validation Report
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In order to neet the varied needs of many end users, a six part DATA
VALI DATI ON REPORT is generated. The report contains the foll ow ng
conponents in the order presented in this section. Each conponent
should be conpleted in accordance with the follow ng guidance.
Attachnment Nincludes two exanples of Tier 111 Organic Data Val i dati on
Reports; a CLP Low Medium organic soils SDG and a DAS |ow
concentration surface waters SDG.  Attachment J includes a copy of the
follow ng blank fornms: DQO Summary Form ORDA/ I RDA Form Tel ephone
Log and Regional/Laboratory Communication Form Data Validation
Wor ksheet s, Chai n-of-Custody Form and Traffic Report.

11.2.1 Organi c/ I norgani c Regi onal Dat a Assessnent
(ORDA/ I RDA) Form

The ORDA/ | RDA Formdel i neates issues relating to a | aboratory's
contractual non-conpliance. The Form contains a checklist of
items verified during validation. An ORDA/ | RDA Form shoul d be
conpleted for all Tier Il and Ill validations for CLP data
val i dated by EPA Field Sanpling Contractors, States, and ot her
Federal Agencies for Fund-I| ead and PRP/ Federal Facility oversight
wor k. An ORDA/ | RDA For mshoul d al so be conpl eted for Tier Il and
I'1l validations for non-CLP data performed by EPA Fi el d Sanpl i ng
Contractors for Fund-lead and PRP/Federal Facility oversight
wor k.

For CLP data, "TPO PO Action" should only be checked when
contractual defects have resulted in reduced paynment/data
rejectionrecommendationletterstothe TPO Al "TPO POAction"
items should be detailed and docunented in the "Action Itens"
[ ine. Docunentation supporting the "TPO PO Action" itens should
be included in the Data Validati on Report.

For EPA-generated non-CLP data, "TPQO PO Action" should only be
checked when contractual defects have resulted in reduced
paynent/data rejection actions taken by the EPA Field Sanpling
Contractor. All "TPO PO Action" itenms should be detail ed and
documented inthe "Action ltens" |ine. Supporting docunentation
shoul d be included in the Data Validation Report. States, PRPs
and ot her Federal Agencies are not required to subm t ORDA/ | RDA
Forms for non-CLP data, but are encouraged to monitor the
contractual performance of their contractor |aboratories.

For both CLP and EPA-generated non-CLP data, refer to the back
of the ORDA/I RDA Form for instructions on conpleting the form

11.2. 2 Data Validati on Menmorandum ( DVM

11.2.2.1 Narrative

DV MANUAL - 54 12/96



PART I

This should briefly identify the scope of the anal ytical effort,
provide a general overview of analytical quality, describe in
detail and interpret all specific problem areas that were
identifiedinthe worksheets. Specific problens that inpact the
potential usability of the data should be enphasized. Dat a
Val i dati on Menoranda should be addressed and sent to the
fol | owi ng:

1 Christine Cark
Regi onal Sanpl e Control Center
U.S. Environnental Protection Agency
60 Westview Street
Lexi ngton, MA 02173
cc: EPA Site Manager

(Refer to Section 13.0 for proper distribution of
Fund-| ead, PRP/ Federal Facility Oversight and EPA-
generated non-CLP Data Validation Report copies.
Dat a Val i dation Reports generated by PRPs, States or
ot her Federal Agencies for non Fund-1| ead sites should
be di stri buted in accor dance W th t hose
organi zations' requirenents.)

The subject heading of the DVM nust include: the
contractor work assignment nunber, the case number
and SDG nunber (in that order), the | aboratory namne,
the site nane, the paraneters evaluated, the tota
nunmber of sanples per sanple matrix per paraneter,
(parenthetically identify the field duplicates), the
sanple matrix and field sanple nunbers anal yzed for
each paraneter, the paraneter, matrix and sanple
number for each type of blank, and the paraneter,
matri x, and sanpl e nunber for each PE Sanple. Note:
Each sanple nunber must be listed individually.
(Refer to Attachnment N for exanple of Data Validation
Reports for exact Menmorandum format to be used.)

Only one SDG may be di scussed in each Data Validation
Report .

The first sentence of the first paragraph should
state the validation tier used to validate the sanple
dat a. If different tiers were used to validate
different subsets of the SDG then this should be
noted and the associated subsets and tiers
i dentified.
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The first paragraph nust also state that the Region
|, EPA-NE Data Validation Functional Guidelines for
Eval uati ng Envi ronnental Anal yses, July 1996 or nost
recent revision, was used to validate the data in
accordance wth the EPA-approved SAP and/or QAP P.
If validation criteria were nodified to accommbdat e
different QC criteria for non-CLP net hods, then the
nmodified criteria should be described in the first
paragraph. |f the EPA-approved SAP and/ or QAPj P does
not specify nodified data validationcriteria andthe
validator determnes that nodified criteria are
necessary to properly evaluate the site data, then an
amendnent to the QAPjP and/or SAP describing the
nmodified criteria nmust be submtted to EPA for
approval prior to data validation. A copy of the
anmendnent must be included in the support
docunentation for the Data Validati on Report.

The first paragraph nust also identify the anal ytica
met hods used to anal yze site sanpl es.

The second paragraph nust list the QC paraneters
(checks) that were evaluated during validation. QC
paraneters that net criteria should be asterisked (*)
in the left hand margin of the paraneter nane.
Simlarly, QC paraneters that were not applicable to
the analytical methods should be indicated by an
"NA" in the left hand margi n of the paraneter nane.
Not e that worksheets should not be included for QC
paraneters that nmet criteria (except for Wrksheet

X1/ X1, Sanpl e Quantitation) or were not applicable
to the analytical method. (Refer to Attachnment N for
exanples of a Tier I1/111 Data Validation Reports for

exact menorandum format to be used.)

"Potential Usability Issues"” is the first paraneter
di scussed in the DVM The validator should discuss
the potential inpact of "neasurenment error"™ on data
usability in terms of the project's Data Quality
bj ecti ves. The validator should cite the usable
aspects of the data and should identify problens as
having either a major or mnor inpact on data
usability.

The DVM should identify for each QC paraneter that

did not neet criteria the affected sanples, the
anal ytical problem and the recommended acti ons.
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I nformati on should be presented in tabular formt
whenever possible, (see exanple DVMs in Attachnent
N). Narratives should be limted to discussions of
conpl ex analytical problens and justifications of
actions taken based on professional judgnment. The
i nformati on should be conveyed in sinple, concise
| anguage that an individual wthout an extensive
background in anal ytical chem stry can under st and.

The DVMnust clearly differentiate probl ens affecting
t he confidence concerning the presence/ absence of a
conpound versus those involving quantitative error.

The DVM should also differentiate between sanpling
issues (sanpling error) and analytical issues
(analytical error).

The narrative should list or reference all changes
that the validator has made to the |laboratory's
reported data, whether due to msidentification,
errors in transcription or cal cul ation.

The | ast QC paraneter discussed in the DVMis System
Per f or mance. This should include an overview of
interrel ated and/ or mul tiplicative anal yti cal
probl ens that inpact usability of the data.

The narrative should |ist support docunentation
attachments and should i nclude the validator's nane
and signature.

11.2.2.2 Data Summary

11.2.2.2.1 Qualifier Recommendati on Sunmmary Tabl e- Tabl e |
The purpose of Table |l istoidentify all qualifier codes applied
to each sanple per paraneter, taking into account the

mul tiplicative effects of various qualifiers. The val i dat or
shoul d assess tendencies in bias.

11.2.2.2.2 Overall Evaluation of Data (Data Validation
Wor ksheet) - Tabl e 11

The purpose of Table Il is to identify and sumrarize the

"anal ytical error" associatedwththe data as well the "sanpling

error" that was identified through validation. It also

identifies potential usability issues associated with the data
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for the end user.

Si nce sanpling variability nust be assessed by the end user, that

colum remai ns blank on Table Il throughout data validation.

11.2.2.2.3 Tentatively Identified Conmpound (TIC) Sunmary-
Table 111

Table 11l includes a list of TICs. TICs reported by the

| aboratory as "UNKNOWNS" wi t hout a conpound cl ass shoul d not be
included in the table.

11.2.2.2. 4 Dat a Summary Tabl es- Spreadsheet

The purpose of the Data Sunmary Table is to provide a sinple,
condensed form of the analytical results (excluding PE sanple
results) for the end user, which enables a quick eval uati on and
conpari son of the constituents identifiedat the various sanpling
| ocati ons.

Separate tables in "Lotus 1 2 3" are required for soil and water
anal yses and for organi cs and i norgani cs anal yses. Additionally,
separatetables arealsorequiredfor volatile, semvolatile, and
pestici de/ PCB anal ytes for the organi c anal yses. O her dat abase
sof tware may be used to generated Data Summary Tabl es as | ong as
there is no deviation fromthe format and content requirenents
exhibited in Attachment N

The Data Summary Tabl es must i ncl ude: case nunber, CLP SDG
nunber, site nane, site | ocati on, matri X, par anet er,
concentration wunits, nethod-required detection/quantitation
[imts (CRDLs/ CRQLs), EPA Sanple (Traffic Report) nunbers, sanpl e
| ocations/descriptions, | aboratory sanpl e nunbers, all positive
sanpl e results, sanpl e-specific and associ ated qualifier codes,
dilution factors, % solids for soils, dates sanpled, dates
extracted, and dates anal yzed. Exanpl es of the Data Summary
Tabl es are provided in Attachnment N

Only codes defined by this docunment are permtted to qualify
dat a. Should it be necessary to include other codes, prior
approval nust be obtained fromthe EPA-NE CLP-TPO. If approval
is given, conplete definitions nmust be supplied in the key for
the Data Summary Tabl e. The standard data validation codes used
in qualifying data in accordance with this guidance are:

U - The analyte was analyzed for, but was not detected. The
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associ ated nunerical valueis the sanple quantitationlimt. The
sanple quantitation limt accounts for sanmpl e specific dilution
factors and percent solids corrections or sanple sizes that
deviate fromthose required by the nethod.

J - The associated nunerical value is an estimted quantity.

R - The data are unusable (analyte may or may not be present).
Resanpl i ng and reanal ysis i s necessary for verification. The R
replaces the nunerical value or sanple quantitation limt.

UJ - The anal yte was anal yzed for, but was not detected. The
sanple quantitation limt is an estimted quantity.

EB, TB, BB - An analyte that was identified in an aqueous
equi prrent bl ank, trip blank, or bottle blank that was used to
assess field contam nati on associ ated withsoil/sedi nent sanpl es.

These qualifiers are to be applied to soil/sediment sanple
results only. (For additional guidance refer to Bl ank Section V
of Parts IIl, IIl or V)

11.2. 3 Standard Data Validati on Wrksheets

The data val i dati on worksheets included in this docunent nust be
utilizedto performthe data validation. Any nodificationtothe
wor ksheets nust be docunented in the QAPj P and/or SAP and be
approved by EPA prior to sanmpling.

Wor ksheets shoul d not be included for QC paraneters that neet
criteria or criteria that are not applicable to the anal ytical
met hod, except for W rksheet X I/ X I1-Sanmple Quantitation.
However, the data validator nust conplete page two of the Data
Val i dati on Worksheet Cover Page, and then sign and date the
wor ksheet .

Copi es of automated data reviewreports, i.e., CADRE, should be
includedinthis section. Any automat ed data revi ewreports, such
as CADRE shoul d be incorporated into the Data Validation Report
according to the Gui dance Docunent for Conpleting Region | Data
Validation Utilizing CADRE Data Review February 1995 or nost
recent revision.

A conpl et ed Dat a Val i dati on Wor ksheet Cover Page nust precede t he
ot her worksheets.

11.2. 4 Support Docunment ati on
11.2. 4.1 Analytical Method for Non-CLP Met hods

Copi es of non-CLP nethods and nodifications to standard net hods
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should be included in the Data Validation Report as support
docunentation and identified as such.

11.2.4.2 Copi es of Tel ephone Logs/ Communi cati on Forns for the
following nust be included in the Data Validation
Report:

Al'l CLP "Records of Communi cations” with the RSCCto track
dat a packages and to resol ve sanpl e schedul i ng, tracking,
and shi pment questions

Al'l Regi onal / Laboratory communi cations with | aboratories
requesting resubmttal and/or clarification of data

Al l conmuni cations with sanplerstoclarify sanpl e nunbers,
| ocations, descriptions or preservation techniques and/ or
to alert themto significant field contam nation

Al'l  comunications with the CLP-TPQ EPA DV Chem st to
report contractually-deficient CLP data that wll be
recomrended for data rejection or reduced paynent

Al'l communi cations with the EPA Site Manager concerning
possi bl e data rejection

Al'l conmuni cations with the EPA Site Manager to authorize
change in required data validation tier.

11.2.4.3 Copi es of Data Supporting Recomrendati ons for Reduced
Payment

Al'l non-conpliant data that are of Iimted use to the end user
are deened to be of reduced worth by the region and shoul d be
recomrended for reduced paynent.

Al'l non-conpliances, identifiedinthe Data Val i dati on Menorandum
and/or on the ORDA/IRDA Form that adversely affect data
usability shoul d be docunent ed by attachi ng tabul ated | aboratory
f or s, raw dat a, or val i dator-prepared tabulations to
substanti ate the findi ngs and concl usi ons presented in the text.

Support docunentation attachnments should be nunbered and/or

| abel l ed and referenced accordingly in the text of the DVM
Narrative and on the ORDA/I RDA Form I n addition, the vali dator

should circle the specific itens of concern |ocated on these
attachnments.

11.2.4.4 Oiginal Data Supporting Recomendations for Data
Rej ecti on/ Zer o Paynent
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Al'l non-conpliant original data that are unusabl e by t he end user
are deened contractually unacceptable and of no value to the
region, and, therefore, the laboratory should not be paid.
Original CLP data should be attached to the Data Validation
Report and sent to the CLP- TPO EPA DV Chem st with a cover letter
recommendi ng datarejection. Simlarly, unusabl e, non-conpli ant
non- CLP dat a shoul d be attached to t he Data Val i dati on Report and
returned to the laboratory for non-paynent.

11.2.4.5 Copies of Field Sanpling Notes and/or Field Report

The field sanpling notes and/or field report should be provided
by the field sanpler to the Lead Chem st or data validator to be
i ncorporated in the Data Validation Report as an attachnment. In
situations where sanpling events extend over a period of weeks
produci ng two or nore SDGs and gener ate numerous pages of field
| og book notes, the field notes should be copied only once,
i ncluded in one Data Validation Report and that Data Validation
Report should be referenced by Case, SDG and date of Data
Val idation Report. The field sanpling notes are included to
provide conplete docunentation of the sanpling event to
substantiate site decisions made using the data and to support
potential future litigation.

11.2.4.6  Copi es of EPA-approved Amendments to QAPj P and/ or SAP
Any EPA- approved anendnents to t he QAPj P and/ or SAP t hat descri be
nodified criteria used to validate site data shoul d be included
in the Data Validation Report as support docunentation.

11.2.5 CSF Conpl et eness Evi dence Audit

Refer to Section 10.2.2.4

11.2.6 DQO Summary Form

Refer to Section 10.2.2.5

11.3 Initiating the Tier Il and Tier Il Data Validation Process

Once the various sources of information, as discussed in Section 8,
are assenbl ed, the data validator should beginthe Tier Il or Tier IlI
validationin accordance with steps a., b., and c. outlined in Section
10. 3. Next, the validator should review the Data Package Narrative
and generate Data Summary Tabl es i n spreadsheet format (i.e., Lotus or
ot her dat abase software) according to the foll ow ng gui dance.
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11.3.1 Revi ewi ng the CLP Data Package Narrative/ Cover Page

Revi ew of the Data Package Narrative in conjunction with the
chai n-of -custody forns, Traffic Reports and Log In sheets (CLP
Organi c SDGNarrative or CLP I norgani c Cover Page) shoul d qui ckly
famliarize the data validator with all QC, sanple, shipnent
and/ or anal ytical problens.

The CLP Data Package (SDG) Narrative/ Cover Page nust:

I Justify the wuse of flagged edits on organic CLP
gquantitation lists.

I Docunent all i nstances of manual integrationin organic CLP
cases.

Differentiate between initial anal yses and reanal yses for
CLP and state if reanalysis is billable and why.

List all pH determ nations for VOAs.

Docunent SOW nunber or method nane and versi on date.

Be si gned by t he Laborat ory Manager aut horizing the rel ease
of the data, and verifying the contents of the data and
del i ver abl es.

Note: Non-CLP | aboratory data packages should provide simlar
sanpl e analysis informationin anarrative or cover page format..

Revi ew the Data Package Narrative/ Cover Page to determne if
gross anal ytical and/or shipnent problens occurred.

If holding times were exceeded and resulted in qualified data,
t he data validator shoul d assess the reduced worth of the data.
For CLP data packages, the validator should submt a reduced
paynment recommendation to the TPOin accordance with Attachnent
O WMarch 7, 1995 Menorandumto Hei di Horahan, ARCS DPO re: CLP-
SOW OLMD3. 1- New Contract Requirenments. |f holding tinmes were
grossly viol ated, then data rejecti on may be warranted. The data
rejection procedures specified in Attachnent |1 should be
followed. |f VOA sanple pH neasurenents indicate that sanples
were not acid preserved in the field, then the validator should
contact the sanpler to confirm that incorrect preservation
t echni ques wer e used and docunent the finding as "sanplingerror”
in the Data Validation Menorandum

If other analytical and/or sanpling related problens, i.e.,
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shi pment, were noted in the Data Package Narrative, then the
val i dator shoul d describe in the DVYMthose probl ens that inpact
the potential usability of the data.

11.3.2 Generating Data Summary Tabl es

Transcribe the results fromthe Formls onto the Data Sumary
Tabl es. For organic analyses, do not transcribe the
qualification codes used by the | aboratory except for all "U's

for non-detects as well as "J"s for positive detects reported
bel ow t he sanpl e-specific CRQL. For inorganic anal yses, do not
transcribe the qualification codes used by the | aboratory except
for all "U's for non-detects. For all inorganic positive detects
that are less than or equal to 2x analyte IDLs, qualify sanple
results with a "J" code.

As appropriate, information will be added to or deleted fromthe
Data Summary Tabl es during the course of data validation. PES
and nethod blank results should not be reported on the Data
Sunmmary Tabl es.

Note that for CADRE validations, the Data Summary Tables are
automatically generated. CADRE Data Summary Tabl es are provi ded
to the EPA data validator for both validated and unvali dated
dat a. For Tier | validations, Data Summary Tables with "NOT
VALI DATED DATA"' are included as an attachnent to the Tier |
Val i dati on Cover Letter. For Tiers Il and |11, the validator
must conplete the validation in accordance with the Guidance
Docunent for Conpleting Region | Data Validation Utilizing CADRE
Dat a Revi ew, February 1995 or | atest revision.

11.3.3 Usage of Qualifier Codes on the Data Sunmary Tabl es

The data qualifier codes, presented in Section 11.2.2.2. 4,
identify the degree of confidence concerning the presence or
absence of reported conmpounds and identify results that are
considered to be quantitatively inaccurate. These codes have
been regionally standardized to ensure that data validators
t hroughout the region enploy the sane set of sinple, concise
definitions that are understandable to personnel within the
various EPA offices. Therefore,

a. Only codes defined in Section 11.2.2.2.4 may be used to
qualify or reject data. Should it be necessary to include
ot her codes, prior approval nust be obtained fromthe EPA-
NE CLP- TPO.

b. In general, only one qualifier code is used with each
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reported result. The following hierarchy has been
devel oped to ensure that only the nost inportant code is
used in situations where nore than one quality control
problemis associated with an analytical result:

Codes relating toidentificationtake precedence over

codes related to quantitation. If results are
rejected, replace the nunerical sanple result or
sanple quantitation limt wth an "R". Thus,

whenever a positive result is rejected "R', the "J"
code will not be used. Also, whenever a non-detected
result is rejected "R', the "U'" or "UJ" code wll
not be used.

Wthin each of the two categories of codes, the code
that indicates a nore serious problemw th the data
takes precedence. In all cases, the R code
supersedes the J or EB, TB, BB codes.

The J and the EB, TB, BB codes nmy be used together
for soil/sedi nent sanples.

The above restriction on the general wuse of nmultiple
qualifiers for a single result is applicable only to the
Dat a Sunmary Tabl e and not to the narrative portion of the
Dat a Val i dati on Menorandum The narrative shoul d nmention
all problems, mjor and mnor, associated wth the
i ndi vi dual sanple results.

Parts II, 11l and 1V of this docunent address the
i ndividual situations requiring the use of particular
qualifier codes. Upon conpletion of the data validation,
t he val i dator shoul d doubl e check the Data Summary Tabl es
for accuracy and conpleteness to ensure that the
appropriate qualifier codes were added according to the
requirenments |isted herein. The validator should also
check that there are no discrepancies between the
wor ksheets, Data Validation Menorandum narrative, the
Qualifier Recommendation Summary Table, and the Data
Sunmmary Tabl es.

Once the data validation has been conpleted, the validator
conpi l es the Data Validation Report and submits it for internal
review within their organization.

| NTERNAL REVI EW OF VALI DATI ON DOCUMENTS

12.1 Senior Validator Review
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A Senior validator should review all Tier | Validation Cover
Letters and Data Validation Reports to ensure the foll ow ng:

a. Al l components of a Tier | Validation Cover Letter or Tier
Il or Tier Il Data Validation Report are included.
b. Dat a val i dation has been perfornmed in accordance with the

Reqgi on |, EPA-NE Data Val i dation Functional Cuidelines for
Evaluating Environnental Analyses and/or EPA-approved
nmodi fied or alternate validation criteria.

C. The dat a package has been eval uated for analytical quality
and contractual conpliance, and correct actions have been
taken in the Data Val i dati on Menorandumt o addr ess specific
anal yti cal deficiencies.

d. Compound nanes and concentrations reported on Data Summary
Tabl es are consistent with Form1l's or other |aboratory
tabul ated report forns. All discrepancies should be

justified in the Data Validation Menorandum

e. Data qualifications identified in the worksheets are
consistent with those in the Data Validation Menmorandum
narrative, the Qualifier Recormendati on Sumrmary Tabl e and
Data Summary Tabl es.

f. Non- conpl i ant data t hat are unusabl e have been recomended
for reduced paynent/data rejection when applicable.

g. The project DQOs were used to determine if the degree of
"measurement error" associated with the data potentially
conprom ses the data usability.

12. 2 Lead Chem st Revi ew

As a final step in this process, it is inportant that the Lead
Chem st check al | out going reports for accuracy and conpl et eness,
due to the conplexity of data validation and the inportance of
perform ng an accurate final assessnent of data quality. The Lead
Chem st nust al so review and concur with the final assessnment of
data quality and potential usability i ssues raised by the junior
and seni or validators.

The Lead Chem st should ensure that all accepted data are
contractually conpliant and usabl e.

The Lead Chemi st nust submt data rejection and reduced paynent
recomrendation |letters whenever appropriate.

The Lead Chem st nust ensure that the final Data Validation
Report is correctly distributed.
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13. 0 DI STRI BUTI ON OF DATA VALI DATI ON REPORTS AND Tl ER | VALI DATI ON
COVER LETTERS

The following distribution table is applicable to Data Validation
Reports and Tier | Validation Cover Letters generated by EPA Field
Sanmpl i ng Contractors for CLP and non- CLP Fund-| ead and CLP PRP/ Feder al
Facility oversight work.

The CLP Data Validation Reports generated by States or other Federal
Agenci es perform ng Fund-I ead work under Cooperative and | nteragency
Agreenents, respectively, should be sent to the EPA-NE RSCC for
purposes of contract adm nistration. A copy of the CLP Data
Val i dati on Reports and/ or Final Project Reports should al so be sent to
the EPA Site Manager.

Copi es of non-CLP Data Validation Reports generated by States, other
Federal Agencies, PRPs, or Federal Facilities are not required to be
forwarded to the EPA-NE RSCC. However, States, other Federal
Agenci es, PRPs, or Federal Facilities should forward a copy of the
non- CLP Data Val i dati on Report and/or the Final Project Report to the
EPA Site Manager.

Tabl e of Deliverabl es

REG ONAL RECI PI ENTS NATI ONAL
RECI Pl ENTS
Docunent EPA- NE Regions 11-X
CLP- TPQ RSCC EPA SITE CLP- TPO
(For Central MANAGER
Fi |l es)

TIER | VALI DATI ON X X
COVER LETTER with
attachnents
DATA VALI DATI ON REPORT
ORDA/ | RDA Form
DV Meno (i ncluding X X*
narrative, X X X*

Tables I, II, I,
and Dat a

Summary Tabl es) X X
Wr ksheet s X X X*
Support Document ati on X X
CSF Conpl et eness Audi t X X
DQO Summary Form
CSF - DATA PACKAGE X *

* CLP Data Validation Menoranda only (EPA-generated non-CLP Data

Val i dati on Menoranda are not distributed nationally)
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Not e: Tel ephone Logs/ Communi cati on For ns for t he CLP
Regi onal / Laboratory comunication program should be
forwarded to the NPO Sampl e Scheduling and Coordination
Contractor, RSCC, CLP-TPO (their copy to be includedin the
Dat a Val i dati on Report or the Tier I Cover Letter), and the
CLP | aboratory.

**Al'l data packages/CSFs are ultimately archived in the EPA-NE
Adm ni strative Records Center.

14. 0 EPA DATA VALI DATI ON OVERSI GHT/ METHODS REVI EW PROGRAM

The regional QA Unit of OEME reviews and conments upon contractor-
prepared Data Val idati on Reports and Tier |I Validation Cover Letters.
Thi s oversi ght program serves a dual purpose. First, the QA Unit
evaluates the contractor's ability to accurately perform data
validation in accordance with this regional policy. Secondly, the QA
Unit assesses the use of current, new and/or nodified analytical
met hods in order to nmake needed nethod revisions based on scientific
dat a. Resubmi ssion of Data Validation Reports may be required in
cases where the required format and procedures were not foll owed, or
when cl arifications or corrections are needed. The EPA Fi el d Sanpling
Contractor is responsible for inplenmenting and nonitoring the
ef fectiveness of all corrective actions recommended by EPA during
oversight for validations performed by the prine contractor and any
subcontractors. When critical deficiencies and/or probl enms have been
identifiedduring EPA Oversight, the EPAField Sanpling Contractor may
be required to prepare a separate Corrective Action response letter to
resol ve those deficiencies and/or problens.
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ATTACHMENTS

The follow ng attachnments are referenced in Part | of the Region I,
EPA-NE Data Validation Functional Quidelines for Evaluating
Envi ronnental Anal yses. Gui dance in sone of the docunents is
superseded by the nore recent guidance provided in Part 1.

Attachnment A "Quality Assurance for Superfund Environnental Data
Collection Activities" - Publication 9200. 2-16FS,
February 1993, and "EPA Order 5360.1, Draft 1995
Quality Assurance Order".

Attachnment B "Regi on | Tiered Organic and Inorganic Data
Val idation CGuidelines", July 1, 1993, DRAFT.
Attachnment C "Region | CSF Conpl et eness Evi dence Audit Progrant,
July 1991.
Attachnment D "Speci fications and Guidance for Contam nant-Free
Sanpl e Cont ai ner s" - Publication 9240. 0- 05A,
EPA/ 540/ R- 93/ 051, Decenber 1992.
Attachnment E "User's Guide to the Contract Laboratory Progrant,
EPA/ 540/ P- 91/ 002, January 1991.
Attachnment F Regi on | Short Sheets and EPA CLP | nformati on Sheets.
Attachnment G "Training Manual for Reviewing Laboratory Data
Package Conpl eteness", June 1994.
Attachnment H "EPA Region | Performance Eval uati on Program
Gui dance", July 1996, Revi sion.
Attachnment | "Standard Operating Procedures for Submtting Data
for Reduced Paynent/Data Rejection", Septenber 9,
1991.
Attachnment J Data Validation Report - Blank Forns
i. DQO Summary Form
. ORDA/ | RDA For m
iii. Telephone Log or Regional/Laboratory Communication
Form
V. Data Validation Wrksheets
V. Chai n- of - Cust ody Form
vi. Traffic Report
Attachrment K Exanpl e of Contract Conpliance Screeni ng (CCS) Report
Attachnment L "@ui dance Docunment for Conpleting Region | Data
Validation Utilizing CADRE Data Review', February
1995.
Attachnment M Exanple Tier | Validation Cover Letter
Attachnment N Exanple Tier 111 Data Validation Reports
Attachment O "March 7, 1995 Menorandumto Hei di Horahan, ARCS DPO
re: CLP-SOW OLMD3. 1- New Contract Requirenents.”
Attachnment P "The Regi onal Sanple Control Center Guidance for the
Contract Laboratory Program (CLP) and Delivery of
Anal ytical Services (DAS) Program for EPA-New
Engl and”, Novenber 1996.
Attachnment Q "Region | ARCS Delivery of Analytical Services Pilot

Program Final Report Volume 11. Appendices", 15
March 1994.



